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{7xml version="1.0" enceding="UTF-8">
<MCCI, IN200EQOUVD1 ITSVersion="XML_1.9" xsi:schemalocation=Turn:hl7-org:v3 MCCI IN200100UVL, x5d” xmIns="urn:hl7-org:v3" xmlns:xsi="http://www. w3.org/
2001/X¥MLSchema-instance™>
<id extension="N. 1. 2" root="2.16.840. 1. 113883. 3.989. 2. 1. 3. 22"/>
<!— N.1.2: Batch Number —>
{creationTime value="201012141516177/>
{!— N.1.5: Date of Batch Transmission —>
<responseMedeCode code="0"/>
<interactienld extension="MCCI_IN20G100UVOL” reot="2. 16.840. 1. 113883. 1.67/>
<name code="N.1,1" codeSystem="2. 16,840, 1. 113883, 3.989.2. 1. 1. 17 codeSystenVersion="2.0"/>
<l=—— N, 1, 1: Type of Messages in Batch —
<l-- Wessage #1 —>
<PORR_INCG43016UV>
(id extension="N.Z.r.1" root="2. 16. 840. 1. 113683. 3. 989. 2. 1.3. 1" />
{I— N.2.r.1: Message Identifier —> -
{creationTime value="20101214151617"/>
¢{!— N.2.r.4: Date of Message Creation —>
{interactionId extension="PORR_IND4S016U¥" root="2. 16. 840. 1. 113883. 1.67/>
{processingCode code="P"/>
{processingModeCode code="T"/> . 4
CacceptAckCode code="AL"/>
{receiver typeCode="RCV™>
{device classCode="DEV” determinerCode="INSTANCE™>
{id extension="N.Z.r.3" root="2.16.840. 1. 113883. 3.989.2.1.3.12"/>
¢<}— N.2.1.3: Message Receiver Identifier —>
</device>
{/raceiver>
{sender typeCode="SND">
{device classCode="DEV" determinerCode=" INSTANCE >
<id extension="HN.2.r. 2" root="2.16.840. 1 113683.3.989.2.1.3. 11"/>
{l— N.2.r.2: Message Sender Identifier —>
{/device>
{/sender>
{controlActProcess classCode="CACT" mocdCode="EVN">
<code code="PORR_TEQ49016U0V" codeSysten="2. 16, 840. 1. 113883, 1. 187/>
<l-- HL7 Trigger Event ID —>
<effectiveTime value="20101214151617"/>
{I— €.1.2: Date of Creation —>
{subject typeCode="SUB]™>
{investigationEvent classCode="INVSTG" moodCode— "EVN">
<id extension="C.1.1" root="2.16.840. 1. 113883, 3,989,2.1,3, 17/
<!— (. 1.1: Sender’s {case) Safety Réport Unique Identifier —>
<id extension="C.1.8.1" root="2.16.840.1, 113883, 3.980.2, 1.3.2"/>
<l— €. 1.8.1: Worldwide Unique Case Identification Number —>
<id extension=")2.1b" root="2.16.840.1 113883.3.989.5.1.3.2.3.17/>
<I— eeeJz. 1b: WRIEE (BB —
<code code="PAT_ADV_EVNT”™ codeSystem="2. 1. 840, 1, 113883,5. 47 />
<textoH, 1</text> )
¢!— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information —>
{statusCode code="active”/>
<I— 80872.7.1 T, KETES —>
{effectiveTime>
<low value="20090101%/>
¢l— 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. 18. 840. 1. 113883, 3. 985. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHeldBySender™/>
<title>C. 1. 6. L. 1. 1{/title> .
<!— C.1.6.1r. 1! Documents Held by Sender (repeat as necessary) #1 —>
{text mediaType="application/pdf” representation="B647>C. 1. 6. 1. r. 2¢/text>
<{l— C.1.86.1.1r.2: Included Documents #1 —>
{/decument>
{/reference>
{reference typeCode="REFR™>
<document classCode="DOC” moodCode=" E\"N >
<code code="1" codeSystem="2.16. 840, I, [13883. 3.589. 2. 1, 1. 27" codeSystemVersion="1.0" displayName="documentsHeldBySendexr”/>
<titledC. 1. 6. 1. r. 1</title>
¢l C.L6. 1.r.1: Documents Held by Sender (repeat as necessary) #2 —>
{text mediaType="image/jpeg” representation="B64" compression="DF>C.1.6. L. r.2¢/text>
<l— C. L.6.1.r.2: Included Documents #2 —>
</document>
¢/reference)
{reference typeCode="REFR">
{document classCode="DOC” moodCode="EVN™>
<code code="2" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<titledJ2.17.r{/title>
<l 888J2. 17. 1 HB/FEOHE #1 —
{text mediaType="applicaticn/pdf” representation="B64">C. 4. r. 2{/text>
(!— C.4.1.2: Included Documents #1 —>
<bibliographicDesignationText>C. 4. r, 1{/bibliographicDesignationText>
{!— C.4.1.1: Literature Reference{s} 51 —>

+
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Record”/>

Investigation”/>

<participation typeCode="AUT™>
{assignedEntity classCode="ASSIGNED™> B
{represented0rganization classCode="0RG" determinerCode="INSTANCE™>
<aslocatedEntity classCode="LOCE">
{location ¢lassCode="COUNTRY" determinerCode="INSTANCE">
{code code="]J2.15.1" codeSystem="1,{. 3166.1.2.2"/>
<I-- geBJ2.15. r AKE Hl —
</lecation>
{/asLocatedEntity>
{/representedOrganization>
</assignedEntity>
{/participation>
<fdocument>
</reference>
{reference typeCode="REFR">
{document classCode="DOC" moodCode="EVN">
Scode code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 27" codeSystenVersion="1.0" displayName="1iteratureReference”/>
{titlerJ2. 17.r/title>
<|— geez. 17.r =B BREOSE #2 —
{text mediaType="application/pdf” representation="B64">C.4.r.2¢/text>
{!— €. 4.r.2! Included Documents ¥2 —>
<bibliographicDesighationText>C. 4, r. 1</bibliographicDesignationText)
{l— €. 4.1.1! Literature Reference(s) #2 —>
{participation typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{representeddrganizaticn classCode="ORG" determinerCode="INSTANCE™>
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="J2.15.1" cedeSystem="1. 0. 3166, 1, 2. 2"/>
<i— g@aje, ih. r FE #2 —
{/location®
{/asLocatedEntity>
{/representedOrganization>
</assignedEntity>
</participation’
{/document>
{/reference>
{component typeCode="COMP™>
{adverseBventAssessment classCode="INVSTG™ moodCode="EVN">
<subjectl typeCode="SBJ}™>
{primaryRole classCode="INVSE]™>
<playerl classCode="PSN" determinerCode="INSTANCE®>
<name>D, 1</name>
<!— D.1: Patient (neme or initials) —>
CadministrativeGenderCode code="D.5” codeSystew="1.0.5218"/>
{1—D.5 Sex —>
<birthTime value="20090101"/>
<!— D.2.1: Date of Birth —
<deceasedTime valuz="20090101"/>
¢!— D.9.1: Date of Death —>
<asldentifiedEntity classCode="IDENT"> :
<id extension="D, 1. 1,17 raot="2. 16. 840. 1. 113883.3.089. 2. 1.3, 7°/>
<!— D. 1. 1. 1: Patient Medical Record Number(s) and Source{s) of the Record Number (GP Medical Record Number) —

{code code="1" ecodeSysten="2. 16.840. 1. 113883, 3, 989. 2. 1. 1. 4" codeSystenVersion="1.0" displayName="GP"/>
</asIdentifiedEntity>
<asldentifiedEntity classCode="IDENT”>

<id extension="D.1.1.2" roct="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" codeSysten="2. 16. 840. 1. 113883. 3.989. 2.1, 1. 4" codeSystenVersion="1, 0" displayName="Specialist”/>

{/asldentifiedBntity>
<asldentifiedEntity classCode="IDENT">
<id extension="D.1.1.3" root="2, 16, 840, 1. 113883, 3. 589. 2. 1. 3.9"/>
<l— D. L 1.3: Patient Medical Record Mumber(s) and Source(s) of the Record Number (Hospital Record Number) —>

{code code="3" codeSystem="2. 14. 840. 1, 113883. 3,989, 2. 1. 1. 4" codeSystemVersion="1, 0" displayName="Hospital

</asIdentifiedEntity>

<asIdentifiedEntity classCode="IDENT">
{id extension="D.1. 1. 4" reot="2. 16.840. 1. 113883, 3. 989.2.1.3. 10" /">
<I— D. 1.1 4: Patient Medical Record Mumber(s) and Source(s) of the Record Number (Investigation Number) —>
{code code="4" codeSystem="2. 16, 840. 1. 113883, 3. 689, 2. 1. 1. 4" codeSystenVersion="1.0" displayName=".

{/asIdentifiedEntity>
<rele classCode="PRS">
<code code="PRN" codeSystem="2.16. 840, 1. 113883. 5. 111"/>
{associatedPerson classCode="PSN" determinerCode="INSTANCE™>
<name>D. 10, 1<{/name>
<l--D.10,1: Parent Identification —>
<administrativeGenderCode code="D. 10.6" codeSysten="1.0,5218"/>
<I— D.10.6: Sex of Parent —>
<birthTime value="20000101"/>
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lastMenstrualPericdDate”/>

bodyWeight”/>

height”/>

<l—D.10.2.1: Date of Birth of Parent —>
{/associatedPerson>
<subjectDF2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
{cade code="3" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNome="age”

<value xsi:type="PQ" value="10" unit="D.10.2, 2b"/>
{I— D.10.2 2a: Age of Parent (number) —>
<I— D.10.2.2b: Age of Parent (unit) —>
{/ohservation>
¢/subject0f2>
<{subject0fZ typeCode="SBJ™>
<observation classCode="0BS" mocdCode="EVN™> _
<code code="22" codeSystew="2. 16. 840. L. 113883. 3. 589, 2, 1. 1. 18" codeSystemVersion="1, 1" displayName="

{value xsi:type="T5" value="200801017/>
<l-- D.10. 3! Last Menstrual Period Date of Parent —>
<fobservation>
{/subjectOf2>
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS" moodCode="EVN™>
{code code="7" codeSystem="2. 16.B840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsiitype="PQ" value="50" unit="kg"/>
<l— D.10. 4: Body Weight (kg) of Parent —>
{/observation>
{/subject0f2>
<subject0f2 typeCode="SB]">
{chservation classCode="UBS™ mgodCode="EVN™>
<code code="17" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displaylame="

<value xsiitype="PQ” value="160" unit="enm"/>
<I— D.10.5: Height (cm) of Parent ~—>
{/observation>
</sub ject0f2>
{subjfect0f2 typeCade="SB]">
{organizer classCode="CATEGORY” woodCode="EVN™>
{code code="1" codeSystem— 2.16.840. 1. 113883.3.988. 2. 1. 1, 20" codeSystenVersion="1.0" displayName="

relevanthledicalHistoryAndConcurrentConditions”/>

1a"/>

displayName="comment” />

displayName="continting”/>

1la”/>

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

<I—D.10.7.1.r. la: MedDRA Version for Medical History #1 —>
<I— D, 10.7. 1. 1. 1b: Medical History (disease / surgical procedure/ ete.) (MedDRA code) #1 —>
{effectiveTime xsi:type="IVL_TS™>

<Iow value="200801017/>

¢— D.10.7.1.r. 2! Start Date #1 —>

<high value="20090101%/>

<!— b.10.7.1.r.4: End Date #l —
{/effectiveTime> 5
{outboundRelationship? typeCode="COMP™> '

Cobservation ¢lassCode="(BS" moodCode="EVN™>

<code code="10" codeSystem— 2.16, 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeS)stemVersmn— .17

<value xsi:type="ED™PD. 10. 7. L. r. 5¢/value>
1— D.10.7. L. x.5: Comments #1 —>
{/abservationd
{/outboundRelationship2>
{inboundRelationship typeCode="REFR™>
{observation c¢lassCede="0BS" moodCode="EVN">
{cade code="13" codeSystem="2. 16. 840. 1. 113883, 3. 989.2. 1. 1. 19" codeSystemVersion="1. 1"

<value xsi:type="BL" value="true"/>
<I—D.10.7. L. r. 3: Continuing #1 —>
{/observation>
</inboundRelationship>
</observation>
{/component>
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN"> '
<code code="D.10.7. L r.1b” codeSystem="2. 16. 84C. 1. 113883. 6. 163" codeSystemVersion="D.10.7.1.1.

<!— D.10.7.1.r. la: MedDRA Version for Medical Histery #2 —>
<l+=D.10.7. L. r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) H2 —>
LeffectiveTime xsi:type="IVL_T5™>

<{low value="20090101"/>

{!— D.10.7. 1.x. 2: Start Date #2 —>

<high value="20090101"/>

<l— D.10.7.1.x. 4: End Date #2 —>
</effectiveTime>
{eutboundRelationship? typeCode="COMP™>

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

{code code="10" codeSystem="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. L. r. 5¢/value>
<I— D.10. 7. 1. r. 5! Comments #2 —>
{/observation>
</outboundRelationship2>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
{code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 9809. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="continuing”/> '
<value xsi:type="BL" value="true”/>
<— D, I0. 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, L. 113883, 2. 989, 2, 1. 1. 197 codeSystemVersion="1.1"
displayName="historyAndConcurrentConditionText™/>
<value xsi:type="ED"D. 10. 7. 2¢/value>
<l+~ D.10.7,2: Text for Relevant Medical History and Concurrent Cenditions of Parent —>
</vbservation>
{/component>
{/vrganizer>
</subject0f2>
<subject0f2 typeCode="SB]J">
<organizer classCode="CATEGORY™ moodCode="EVN™>
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
drugHistery”/>
<component typeCode="COMP™>
<substanceAdministration classCode="SBADM™ moodCode="EVN">
{effectiveTime xsi:type="IVL. TS™>.
<low value="200901017/>
<1— D.10.8.r. 4: Start Date #1 —>
<high value="20090101"/>
{1— D.10.8.r.5: End Date #1 —>
{/effectiveTime>
<consumable typeCade="CSM™>
{instanceOfKind classCode="INST™>
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
<code code="D. E0. B.x. 2b" codeSysten="TBD-MPID" codeSystemVersion="D. 10.8.1.2a"/>
¢l— D.10.8.r. 2a: HPID Version Date / Number #1 —>
<l~~ D, 10.8.1. 2b: Medicinal Product Identifier (MPID} #1 —>
<name>D. 10. B. r. 1{/name>
<l— D.10.8.r. £: Name of Drug as Reported #1 —>
<hind0fProduct>
{/instance0fKind>
</consumable>
<outboundRelationship? typeCode="RSON™>
{observation classCode="0RS" moodCode="EVN"> B
<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. B40. L. 113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 6a"/> .
i~ D.10.8.x. 6a: MedDRA Version for Indication #1 —>
{}— D.10.8.7.6b: Indication (MedDRA code) H1 —>
{/observation>
{/cutboundRelationshipg>
{outboundRelationship2 typeCode="CAUS™>
{observation classCode="0BS" moodCode="EVN">
<code code="29" codeSystem="2, 16. 840, 1. 113883. 3. 98%. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi'!type="CE” code="D, 1(.8.1.7b" codeSystem="2. 16, 840, 1, 113883. 6, 163"
codeSystenVersion="D. 10.8.r. 7a"/>
¢!— D.10.8.1. Ta: MedDRA Version for Reaction #1 —>
<1— D.10.8.1. 7b: Reactions (MedDRA code} #1 —>
{/observation>
{/cutboundRelationshipZ>
</substanceAdministration>
</component>
<component typeCode="COMP™>
<substanceAdministration classCode="SBADM™ moodCode="EVN™>
{effectiveTime xsi:type="IVL _TS™>
<low value="20090101"/>
<!— D.10.8.r.4: Start Date #2 —>
<high value="20000101"/>
¢l— D.10.8.x.5: End Date #2 —>
{/effectiveTime>
{consumable typeCode="CSM™>
<instanceOfKind classCode="INST™>
<kind0fProduct classCode="MMAT" determinerCode="KIND™>
{code code="D, 19. 8. 1.3b" codeSystem="TBD-PhPID” codeSystemVersion="D. 1J. 8. r. 3a"/>
€l—— D.10.8. 1. 3a: PhPID Version Date / Number #2 —>
<l— D.10.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
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<name>D, 10. 8, r. 1</nane>
<l— D.10.8.r.1: Name of Drug as Reported #2 ——>
</kind0fProduct>
</instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="RSON™>
<observation classCode="CBS™ moodCode="EVN™>
{code code="1%" codeSysten="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/>
{valus xsi:type="CE” code="D. 10.8.r.6b" codeSystem="2. 16, 840. 1. 113883. 6. 1637
codeSystenVYersion="D. 10.8.r. 6a"/>
¢J— D.10.8.r. 6a: MedDRA Version for Indication #2 —>
4— D.10.8.1.6b: Indication (MedDRA code) #2 —>
</observation>
{/outboundkelationship2>
{outboundRelationship2 typeCode="CAUS™>
<observation classCode="0BS" maodCode="EVN"> )
<code code="28" codeSystem="2. 16, 840. 1, 1138831 3.989.2.1.1.197 codeSystemVersion="1.1"
displayName="reaction™/>
<value xsi:typé="CE" code="D. 10.8. 1. 7b" codeSysten="2. 16. 840. 1. 113883. 6. 163"
codeSystenYersion="D. 10.8.x. 7a"/>
<{— P.10.8.r. 7a: MedDRA Version for Reaction #2 —>
{d— D.10. 8. 1. 7Tb: Reactions (MedDRA code} #2 —>
</abservation®
{/outboundRelationship2>
{/substanceAdministration>
</component>
</organizer>
{/subject0f2>
</role>
</playerl>
<subjectOfl typeGode="SB]">
{researchStudy classCode="CLNTRL" moodCode="EVN™>
{id extension="C.5.3" root="2, 16, 84¢. 1, 113883, 3. 989. 2. 1. 3.5"/>
<!~ C.5.3: Sponsor Study Number —>
{code code="C.5.4" codeSystem="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 8" codeSystenVersion="2.0"/>
¢!-= C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
{titledC. 5. 2</title>
¢!— C.5.2: Study Name —>
{authorization typeCode="AUTH™>
{studyRegistration classCode="ACF" moodCode="EVN">
<id extension="C.5, 1.1, 17 root="2, 16. 840. 1. 113883. 3. 989. 2. L. 3.6"/>
<l €.5.1.x.1: Study Registration Number #1 ——
<author typeCode="AUT™>
{territorialAuthority classCode="TERR™>
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="C.5.1.r.2" codaSystew="1. 0. 3166. 1.2.2"/>
<{l—- C.5. L. r.2: Study Registration Country #1 -
{/governingPlace>
{/territorialAuthority>
<fauther>
{/studyRegistration>
{fauthorization?
{authorization typeCode="8UTH™>
¢{studyRegistration classCode="ACT" mocdCode="EVN">
<id extension="C.5.1.r.1" root="2.16.840.1.113883. 3.089. 2, 1.3.6"/>
<l— C.5. 1.r.1 Study Registraticn Number #2 —>
Lauthor typeCode="AUT™>
{territorialAutherity classCode="TERR">
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE">
<code code="C.5.1.r.2" codeSysten="1.0.3166.1,2,2"/>
¢!— C.5.1.r.2: Study Registration Country #2 —>
{/governingPlace> '
<{/territorialAuthority>
</author>
{/studyRegistration>
{/authorization>
</researchStudy>
</subject0f1>
<{subjectOf2 typeCode="SB]">
<observation classCode="0BS” moodCode="E¥N™>
<code code="3" cedeSysten="2, 16. 840, 1, 113883, 3,989, 2, 1, 1, 19" codeSystenVersion="1. 1" displayName="age"/>
<value xsi:type="PQ" value="10" unit="D.2,2b"/>
¢!— D.2.2a: Age at Time of Onset of Reaction / Event (number) —>
<!— D.2.2b: Age at Time of Onset of Reaction / Bvent (unit) —>
</ebservation>
</subject0f2>
<subjectDF2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN™>
{code code="16" codeSystem="2, 16, 840, 1. 113883.3. 989, 2. 1. 1. 197 codeSystenVersion="1, 17 displayName="
gestationPeriod”/>
<value xsittype="PQ" value="10" unit="D.2.2.1b"/>
<l— D.2.2.1a: Gestation Period When Reaction / Event Fas Observed in the Foetus (number) —>
<1— D.2.2.1b: Gestation Period When Reaction / Event Fas Observed in the Foetus (unit) —>
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lastMenstrualPeriodDate™/>

{/observation>
</subjectOf2>
{subject0f2 typeCode="SBJ">
<observation classCode="0BS" moodCode="EVN™>
<code code="4" codeSysten="2, 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1" dlsplayName- ageGroup” />
{value xsiftype="CE” code="D.Z.3" cedeSystem="2. 16. 840. 1. 113883, 3, 689, 2. 1, 1. 9* codeSystemVersion="2, 0"/>
<l— D.2.3: Patient Age Greup (as per reporter) -
</observation>
{/subjectOf2>
<subjectOf2 typeCode="SBJ">
{observation classCode="0BS" moodCode="EVN™>
<eode code="7" codeSystenx="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="bodyTeight”/

<value xsittype="PQ" value="48. 2" unit="kg"/>
<!— D.3: Body Weight (kg) —->
</observation>
</subjectDf2>
{subject0f2 typeCode="SB]"™>
<observation classCode="0BS" moodCode="EVN">
{eode code="17" codeSystem="2. 15. 840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystenVersion="1.1" displayName="height”/>
<value xsi!type="PQ" value="152" unit="com"/>
l— D. 4 Height (cm) —>
</observation>
</subjectOf>
<subject0f2 typeCode="SB]">
<observation classCode="0BS™ moodCode="EVN™>
<code code="22" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1, 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="TS" value="20090101"/>
<{!— D.6: Last Menstrual Period Date —>
{/ohservation>
{/subject0f2>
¢subject0fZ typeCode="SB]™>
<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™/>

displayNeme="comment”/>

displayName="FfamilyHistory”/>

displayName="continuing”/>

{component typeCode="COMP">
{observation classCode="0BS" moodCode="EVN">
{code code="D.7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D.7, 1. 1. 1a"/>
<I—D.7.1.1.1a% MedDRA Version for Medical Nistory #1 —>
<I— D.7.1.r. 1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 —>
{effectiveTime xsi:type="IVL_TS"> 1
<low value="200901017/>
<—D.7.1.r 2: Stert Date §1 —
<high value="200001017/>
!~ D.7.1L.r.4: End Date §1 ——>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP™>
<abservation classCode="0BS™ mcodCode="EVN">
{code code="10" cadeSystem="2, 16, 840. 1. 113883. 2,989, 2, L. 1, 19" codeSystemVersion="1.1"

{value xsiitype="ED">D.7. L r.5¢/valued
A—D.7.1.1.5: Comments #1 —>
{/cbservation>
</outbeundRelationship?>
{outboundRelationship2 typeCode="EXPL™>
<observation classCode="0BS" moodCode="EVN™>
{code code="38" codeSysten="2, 16. 840, 1, 113883. 3. 985. 2. L. 1, 19" codeSystemVersion="1.1"

<value xsi:type="BL" value="true"/>
<!— D.7.L.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. 13" codeSystemVersion="1, 1"

<value zsi!type="BL" value="true”/>
<!— D.7.1.r.3: Continuing #1 -—>
{/observation>
</inboundRelaticnship>
</observation>
{/component>
{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. 1la"/>
¢4— D.7.1 1. la: MedDRA Version for Medical History #2 —>
— D.7.1L.r. 1b: Medical history (disease / surgical procedure / etc.) (MedDRA code} ¥2 —>
CeffectiveTime xsi:type="IVL_TS™>
{low value="20060101"/>
== D.7.1.r. 2 Start Date 2 —>
<high value="200901017/>
¢— D7 1.r4: End Date 8 —>
{/effectiveTime>



<outboundRelationship2 typeCede="COMP™>
{observation classCode="0BS™ moodCode="EVN™>
{code code="10" codeSystem="2, 16. 840, 1. 112883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="comment " /> .
<value xsi:type="ED"PD.7. 1. r.5{/value>
<I—D.7.1.r. 5! Comments #2 —>
</observation>
</outboundRelationship2>
<putboundRelationship2 typeCode="EXPL™>
<observation ¢lassCode="0BS™ meodCode="EVN™>
{code code="38" codeSystem="2, 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1*
displayName="familyHistory™/>
{value xsiitype="BL” value="true"/>
<!— D.7.1.r. 8 Pamily History #2 —>
</observation>
{/outboundRelationship2>
{inboundRelatienship tvpeCode="REFR™>
{chservation classCode="0BS" moodCode="E¥N">
<code code="13" codeSysten="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1,1"
displayNawe="continuing”/>
<value xsi:type="BL" valus="true"/>
<I—D.7.1.r.3: Continuing #2 —>
{/observation> ’
</inboundRelationship>
- {/observation>
{fcomponent?
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
. <code code="18" codeSystem="2. 16. 840. 1. 113883. 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
historyAndConcurrentConditionText”/>
<value xsi:type="ED">D.7. 2{/value>
<{I— D.7.2: Text for Relevant Medical History and Concurrent Conditions (mot including reaction /
event) —>
{/cbservation>
</compenent>
<component typeCode="COMP™>
{observation classCode="0BS” moodCode="EVN™>
<code code="11" codeSystem="2, 16, 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
concowitantTherapy™ /> :
<value xsiitype="BL” value="true”/>
{l—D.7.3: Concomitant Therapies —»
{/observation>
</component>
{/orgenizer>
</subject0f2>
<subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY™ mocdCode="EVN™> .
<code code="2" codeSystem="Z. 16, 840, I, 113883, 3, 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="drugHistory”
/> .
{component typeCode="COMP™>
<substanceAdministration c¢lassCode="SBADM™ mocdCode="EVN">
{effectiveTime xsi:type="I¥L 157>
<low value="200001017/>
¢l— D.8.r.4: Start Date #1 —>
<high value="20090101"/>
¢{l— D.8.r.5: End Date #1 —
</effectiveTime>
<consumable typeCode="CSM">
{instanceOfKind classCode="INST™> -
<kindOfProduct classCode="MMAT" determinerCode="KIND"}>
{code code="I.8.r. 2b" codeSystem="TBD-MPID" codeSystemVersion="D.8.r.2a"/>
¢!— D.8.r.2a: WPID Version Date / Number #1 —>
<l— D.8.x.2b: Medicinal Product Identifier OPID) #1 —>
<name>D. 8. r, 1</name>
{!— D.8 r.1: Name of Drug as Reported #1 —>
</kindOfProduct>
{/instance0fKind>
</consumable>
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS" meodCode="EVN™> :
{code code="1%" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystenVersion="1. 1"
displayName="indication"/>
{value xsi:type="CE” code="D.8.1.6b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystenVersion="
D.8.r. 6a"/>
¢!— D.8.r.6a: MedDRA Version for Indication #1 ——>
{!— 1.8.r.6b: Indication (MedDRA code) #1 —>
</ebservation>
{/outboundRelationship2>
<outboundRelationship? typeCode="CAUS™>
<observation classCode="UBS" moodCode="EVN™>
<code code="2§" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1, 1”
displayName="reaction”/>

<valus xsirtype="CE” cade="D.8.r. Tb” codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystenVersion="
D.B.r.7a"/>



displayName="indication™/>

D.8.r.6a"/>

displayName="reaction"/>

D.8.r.7Ta"/>

reportedCause0fDeath”/>

reportadCause0fDeath”/>

causeOfDeath”/>

r.1a"™>

<l— D.8.x.Ta: MedDRA Version for Reaction #1 —>
<!~ D.8.x.7b: Reaction (MedDRA code) H1 —>
</observation>
{/outboundRelationship2>
{/substanceAdninistration>
</component>
{component typeCode="COMP™>
{substanceAdministration classCode="SBADH" moodCode="EVN™>
<effectivelime xsi:type="IVL_TS™>
<low value="20050101"/> .
<!— D.8.r.4: Start Date #2 —>
<high value="20090101"/>
<!-- D.8.r.5: End Date #2 —>
feffectiveTime>
<consumable typeCode="CSM™>
{instance0fKind classCode="INST™>
<kind0fPreduct classCode="MMAT" determinerCode="KIND">
{code code="1. 8.r. 3b" codeSysten="TBD-PhPID" codeSystemVersion="D.8.r.3a"/>
{l— D.8&.1.3a: PhPID Version Date / Number —>
¢|— D.8.r.3b* Pharmaceutical Product Identifier (PhPID} #2 —>
<name>D. 8. r. 1{/hane>
¢l— D.8.1.1: Name of Drug as Reported #2 —>
</kind0fProduct>
{/instance0fKind>
{/consumable>
<outboundRelationship? typeCode="RSON">
<observation classCode="0BS" moodCode="EVN">
<code code="15" codeSystem="2. 16. 840, £. 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.r.6b: Indication (MedDRA code) #2 —>
</observation>
</otitboundRelationship2>
<outboundRelationshipZ typeCode="CAUS™>
<observation classCode="CBS" moodCode="EVN"> .
{code code="29" codeSystem="2. 16. 840. I. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

{value xsi:iype='CE" code="D. 8. r. 7b” codeSysten="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="

{!— D.B.r.7a: MedDR4 Version for Reaction #2 —>
<!~ D.8.r.7b: Reaction (MedDRA code) #2 ——>
{/observation> .
</outboundRelationship2>
{/substanceAdministration)
{/component>
{/organizer>
</subject0f2>
<subject0f2 typeCode="SBJ™>
<observation classCode="0BS" moodCode="EVN™>
<code code="32" codeSysten="2. 16. 840. 1, 1138832, 3,989, 2. 1, 1. 19" codeSystenVersiob="1.1" displayName="

<value xsiitype="CE” code="D.9. 2. 1. 1b" cedeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystenVersion="D. 4.2, r, 1a™>
{!— D.9.2.r. 1a: MedDRA Version for Reported Cause(s) of Death #1 —>
{!— D.8.2.r. 1b: Reported Cause{s)} of Death {MedDRA code) £1 —>
<originalText>D. 8. 2. r. 2{/originalText>
¢I— D.9.2.1.2: Reported Cause(s) of Death {free text) #] >
{/valuey :
</observation>
</subject0f2>
<subject0fZ typeCode="SB]™>
{observation classCode="0BS" moodCode="EVN">
{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.§. 2.r. 1b" codeSystem="2. 16. 840, 1, 113883, 6. 163" codeSystemVersion="D. 9. 2.r. 1a*>
{!— D.5.2.r. 1a: MedDRA Version for Reported Cause(s) of Death #2 —>
<I=- D.9.2.1. 1b: Reported Cause{s)} of Death {(MedDRA code) #2 —>
{eriginalText>D. 8, 2, r, 2{/eriginalText>
{1— D.9.2.x. 2: Reported Cause(s) of Death {(free text) #2 —>
{/value>
{/vbservation> -
</subject0f2>
<subject0f? typeCede="SB] >
{observation ¢lassCode="0BS" moodCode="EVN™>
{code code="5" codeSystem="2, 16. 840, 1. 113883, 3. 98%. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="autopsy”/>
<value xsiitype="BL" value="true"/>
{!—1.9.3 Was Autopsy Done? —>
{outboundRelationship? typeCode="DRIV™>
{observation classCode="0BS™ moodCode="EVN™>
{code cade="B" codeSystem="2. 16. 840, I. 113883. 3, 989.2. 1. 1. 19" codeSystemVersion="1, 1" displayName="

<valug xsi:type="CE" code="D.9.4.1.1b" codeSystem="2, 16, 840, 1, 113883, 6, 163" codeSystemVersion="D. 9. 4.



cause0fDeath”/>

r.1a">

reactionForTranslation”/>

termHighlightedByReporter”/>

2070

resultsInleath”™/>

isLifeThreatening”/>

!—— D.9.4.r. 1a: MedDRA Version for Autopsy-determined Cause{s) of Death #1 —>
¢!— D.9. 4.1. 1b Autopsy-determined Cause(s) of Death (MedDRA code) #1 —>
<originalText>D. 9. 4. r. 2{/originalText>
<!— D.9.4.1.2: Autopsy-determined Cause (s} of Death (free text) #1 —>
</value>
{/abservation>
</outboundRelationshipZ>
{outboundRelationship2 typeCode="DRIV™>
<observation classCode="0BS" moodCode="EVN™>
{code code="8" codeSystem="Z. 16.840. 1. 113883, 3.989. 2. 1. 1. [9" codeSystenVersion="1,1" displayName="

<value x5i:type="CE” code="D.9.4.r. 1b" codeSysten="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 9. 4,

<l— D.9.4.1. 1a° MedDRA Version for Autopsy-determined Cause(s) of Death %2 —>
<l~—- 10.9.4.1. 1b Autopsy—deternined Cause(s) of Death (MedDRA code) #2 —>
{originalText>D. 9. 4. r. 2{/originalText>
<l— D.9.4.1.2: Autopsy-determined Cause(s) of Death (free text) #2 —>
<fvalue>
{/observation>
{/vutboundRelationship2X
{/cbservation>
</subjectQf2>
<subjectDfZ typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
<id root="154eb889-958b-45F2-a02f~42ddd6F 4657 />
<code code="29" codeSystem="2.16.840. 1, 113883, 3,980, 2. 1. 1. 19" codeSystenVersion="1,1" displayName="reaction"/>

{effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
{l— E.i.4: Date of Start of Reaction / Event #1 —>
<high value="200901027/>
¢|— E.i.5: Date of End of Reactiocn / Event #1 —>
{/effectivelime>
<value xsi:type="CE” code="E.i.Z2.1b" codeSystem="2, 16, B4D, 1. 113883. 6. 163" codeSystenVersion="E. i. 2. 1a™>
¢|— E.i.2. 1a: MedDRA Version for Reaction / Event #1 —>
{I—E.i.2 1b: Reaction / Event {MedDRA code) #1 —>
{originaiText language="E.i.1. Ib">E. i. 1. lad/originalText)>
¢|— E.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language #1 -—>
{l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Languege §1 —>
<fvalue?
{lecation typeCode="LOC™>
{locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTIRY” 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 H1 —>
{/lacatedPlace>
{/locatedEntity>
</lgcation>
{outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN™>
<code code="30" codeSystew="2. 14. 840. 1. 113883. 3. 988, 2, 1. 1, 19" codeSystenVersion="1.1" displayName="

<value xsi:type="ED"JE, i. 1. 2¢/value>
<l— B.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #1 ——>
{/observation>
</outboundRelat ionship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
{code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 982, 2, 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="CE" code="E.i.3.1” codeSystem="2.16.840. 1. 113883.3.989, 2, 1, 1. 10" codeSystenVersion="

<l— E.§.3.1: Term Highlighted by the Reporter #1 —>
{/abservation>
</qutboundRelationship2>
<outboundRelationship2? typeCode="PERT">
<observation classCode="0BS" moodCode="EVN™>
<code code="34" codeSystem="Z. I6. 840. 1. 113883.3.989, 2,1, 1, 19" codeSystenVersion="1. 1" displayName="

<value xsi:type="BL" value="true”/>
<{1— B.i.3.2a: Results in Death #1 —>,
{fobgervation>
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation c¢lassCode="0BS” moodCode="EVN™>
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1,1" displayMame="

<value xsi:type="BL” nullFlavor="RI"/>
{I— E.i.3.2b: Life Threatening #1 ~->
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
<code code="33" codeSysten="2. I6. 840. 1. 113883. 3,989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="
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requiresInpatientHospitalization”/>
"Cvalue xsi:type="BL" value="true"/>
{l—E.i.3.2¢: Caused / Prolonged Hospitalisation #I —>
</chservation>
¢/outboundRelaticnship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" mocdCode="EVN™>
{code code="35" codeSystem="2, 16. 840, 1, 113883, 3, 989, 2. 1. 1. 197 cedeSystemVersion="1. 1" displayMame="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL" nullFlavor="NI"/>
<l=~ E,i,3.2d: Disabling / Incapacitating #1—>
¢/observation>
¢/outboundRelat isnship2>
¢outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" woodCode="EVN™>
{code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" cedeSystemVersion="1, 17 displayName="
congenitalAnomalyBirthDefect”/> :
<value xsi:type="BL" nuliFlavor="NI"/>
€l— E.i.3.2e: Congenital Anomaly / Birth Defect #1 -=>
{/chservation> '
{/eutboundRelaticnship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="26" codeSystem="2, 16, 840, 1, 113883, 3. 989, 2. 1. 1. 19" codeSystemVersien="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL" value="true"/>
¢l— E.i.3.2f: Other Medically Important Condition 81 —>
{/observation>
¢/outboundRelatienship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<eode code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" ecdeSystenVersion="1.1" displayName="
outcome” /> .
“Cvalue xsiztype="CE” code="E.i.7" codeSystem="2. 16.B40. 1. 113883.3. 989. 2. 1. 1. 11" codeSystemVersion="2.
o7/ -
<!— E.i.7: OQutcome of Reaction / Event ai the Time of Last Observation #1 —>
¢/observation> .
{/cutboundRelationship2>
{outboundRelationship? 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.1i.8: Medical Confirmation by Healthcare Professional #1 —>
{/observation>
</outhoundRelationship2>
{otitboundRelationship2 typeCode="PERT™>
<observation classCode="0BS" moodCade="E¥N™>
{code code="11" codeSysten="2, 16. 840. 1. 113883. 3. 989.5.1. 3.2. 1. 107 codeSystenVersion="1.0" displayName=
sk - BEE0T/>
<value xsi:!type="CE" code="J2.14.1i" codeSystem="2. 16. 840, 1. 1138683, 3.989.5.1.3.2. 1.8"
codeSystemVersion="1,17/>
<1— 808J2, 14.1 A - BB #1 —>
¢/observation>
{/outboundRelatiohship2>
¢/observation>
</subject0f2> -
<subject0fZ typeCode="5B]">
{observation elassCode="0RS" moodCode="EVN™>
<id root="2baaZ8dE-cYeB-de6c-93e9-5b860b3142207 />
{code code="29" codeSystew="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction™/>

<effectiveTime xsi:type="IVL_TS™>
<low value="200901017/> )
{{— E.i.4: Date of Start of Reaction / Event ¥2 —>
<width value="24" wnit="E.i.6b"/>
¢}— E.i.6a! Duration of Reaction / Event {number) #2 —>
¢!~ E.i.6b: Duration of Reaction / Event {unit) #2 —>
{feffectiveTime>
{value xsi:type="CE” code="E,i.2.1b" codeSystem="2. 16, 840, 1, 113883, 6. 163" codeSystemVersion="E. i.2.1a™>
{!== E.i.2. la: MedDRA Version for Reaction / Event #2.—>
¢!— E.i.2.1b: Reaction / Event (MedDRA code} #2 —>
{eriginalText language="E.i. 1, 1b">E. i. L. la$/originalText>
¢!— E.i.1. la: Reacticn / Event as Reported by the Primary Source in Native Language 42 —>
¢!— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #2 —>
</value>
<location typeCode="LOC™>
<locatedBntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="E. 1,9 codeSysten="1.0.3166.1.2.2"/>
¢!— B.i.9: Identification of the Country Where the Reaction / Event Occurred H2 —>
</locatedPlace>
</locatedintity?
{/location>
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{outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN™> !
<code code="30" codeSystem="2. L6. 840. [. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
reacticnForTranslation”/> .
<value xsi:type="ED">E.1i. 1.2¢/value> ]
¢l— E. i, 1.2: Reaction / Bvent as Reported by the Primary Source for Translation #2 ——>
{/obsarvation>
</outboundRelationship2>
<outboundRelationship2Z typeCode="PERT">
{observation ¢lassCode="0BS” moodCode="EVN™>
{cede code="37" codeSystem="2. 16,840, 1. 113883, 3.980. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
termHighlightedByReporter™/>
<value xsi:type="CE” code="E.1,3.1" codeSystem="2. 16.840. 1, 113883, 3,989, 2. 1, 1. 10" codeSystemVersion="

2.0%/>
¢!— B.i.3.1:Term Highlighted by the Reporter #2 —>
{/observaticn>
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT™>
{chservation classCode="0BS” moodCode="EVN™>
{code code="34" codeSystem="2, 16, §40, 1. 113883, 3.989. 2. 1, 1. 19" codeSystemVersion="1.1" displayName="
resultsInDeath”/>
<value xsi:type="BL" value="true”/>
{I— E.i.3.2a: Results in Death #2 —>
</observation?
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{abservation classCode="0BS" moedCode="EVN">
{cods code="21" codeSystew="2, 16. 840. 1. 113883. 3.9809.2. 1, 1, 19" codeSystemVersion="1.1" displayName="
isLifeThreatening™/>

<value xsi:type="BL” nullFlaver="NI"/>
¢}-~ E.i,3.2b: Life Threatening #2 —>
<fobservation>
{/outboundRelaticnship2
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
<eode code="33" codeSystem="2. [6. 840 1. F13883. 3. 89. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization™/>
<value xsi:type="BL” value="true™/>
{l— E.i.3.2%: Caused / Prolonged Hospitalisation #2 —
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation ¢lassCede="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="EL" nullFlavor="NI"/>
<1— E.i.3.2d: Disabling / Incapacitating #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN™>
dcode code="12" codeSystern="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
congenitalanomalyBirthDefect™/>
<value xsi:iype="BL" nullFlaver="NI"/>
<I— E.i.3. 2! Congenital Anomaly / Birth Defect £#2 —>
{/observatien>
</outboundRelationshipZ>
<outboundRelationship2 typeCode="PERT">,
{observation classCode="0BS" moodCode="EVN">
<eode code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="

otherMedicallyImportantConditicn” />
<value xsi:type="BL” value="true”/>
I~ E.i.3.2f: Other Medically Important Condition #2 —>
{/observation>
. {/outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCade="EVN™>
{code code="27" codeSystem="2. 16. 840, 1, 113883. 3.980. 2. 1, 1, 19" codeSystemVersion="1,1" displayName="
outcome™/>
<value xsiitype="CE" code="E.i.7" codeSystem="2.16.840. 1. 113883. 3.980.2. 1. 1. 11" codeSystemVersion="2.
0"/ :
<}— E.i.7: Cutcome of Reaction / Event at the Time of Last Observation #2 —>
{/observation>
{/outboundRelaticnship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
<code code="24" codeSystem="2. [6. 840. 1. 113583. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displaylame="
medicalContirmationByHeal thProfessional™/> .
<value xsi:type="BL™ value="true”/>
<!— E.i.87 Medical Confirmation by Healthcare Professional #2 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship? typeCade="PERT">
{observation classCode="0BS” moodCode="EVN™>
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codeSystenVersion="1.17/>

reactionForTranslation”/>

termHighlightedByReporter”/>

2.07/5

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization™/>

{code code="11" codeSystem="2. 16. 840. 1. 113883, 3,989, 5. 1, 3. 2. 1. 10" cedeSystenVersion="1.0" displayName=
¢value xsi’type="CE” code="J2. 14.i" codeSystem="2, 16. 840, 1, 113683, 3,989,5.1. 3.2, 1,8"
<i— eee)e. 14. i A0 - BiE0 #2 —

</observation> .
{/outboundRelationship2>

</observation>
</subject0c2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS" moodCode="EVN">

<id root="3a8626:b-0f1b-4ea8-8alf-e0fF34430adf" />
{code code="29" codeSyster="2. 16, 840, 1. 113883, 3, 588, 2. L. L. 19" codeSystenVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS™
<width value="24" unit="E.i,6b"/>
¢l— E.1i.6a: Duration of Reaction / Event (number) #3 —>
{t— E.i.6b: Duration of Reaction / Event (unit) £3 —>
<high value="201012017/>
{l-- E.i.5: Date of End of Reacticn / Event #3 —>
{feffectiveTlimes
<value xsi:type="CE" code="E.i.2.1b" codeSystem="2. 16.840. 1. 113883.6. 163" codeSystemVersion="E. i.2.1a™>
<!-- E.i.2. la: MedDRA Version for Reaction / Event #3 —>
¢l— E.i.2.1b: Reaction / Event {MedDRA code) #3 —>
CoriginalText language="E.1i.1.1b")E.i. 1. 1a</originalText>
<!— E. i, 1 la: Reaction / Event as Reported by the Primary Source in Native Language #3 —> |
¢}— E.i, L. 1b: Reaction / Event as Reported by the Primary Source Language #3 —>
</valuey
<location typeCode="LOC™>
<tocatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNIRY" determinerCode="INSTANCE™>
<code code="E.i.%" codeSystem="1.0,3166.1.2.2"/>
<!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 —>
{/locatedPlace>
¢/locatedEntity>
¢flocation®
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
<code code="30" codeSystem="2. 16, 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

<value xsi:type=TEDTJE, i. 1. 2</value>
<l— E.i.1.2: Reaction / Event es Reported by the Primary Sowrce for Translation #3 —>
</observation>
{foutbeundRelat ionship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" mocdCode="EVN">
<goda code="37" codeSystem="2, 16, 840, 1, 113883, 3,989, 2. 1. 1. 197 codeSystenVersion="1. 1" displayName="

<value xsiitype="CE" code="E.1i.3.1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. [. 10" codeSystemVersion="

<!|— E.1i,3.1:Term Highlighted by the Reporter #3 —>
</cbservation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" mocdCode="EVN™>
<code code="34" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1, 1. 197 codeSystemVersion="1. 1" displayName="

{value xsi:type=l'BL' value="true"/>
<}~ E.i.3.2a Results in Death #3 —
. {/ohservation> '
{/outboundRelationship?>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="21" codeSystem="2. 16, 840. 1. 113883, 3, 989. 2. 1. 1. 19" cedeSystemVersion="1, 1" displayName="

<value xsi:type="BL" nullFlavor="NI"/>
<l— E. i,3.2b: Life Threatening #3 —>
{/observation>
{/outhoundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moedCode="EVN">
<code cade="33" codeSystem="2. 16. 840. 1. 113883, 3.989. 2, 1. 1. 19" codeSystemVersion="1. 1" displayMName="

<value xsi:type="BL" value="true”/>
¢l-- E.i.3.2¢: Caused / Prolonged Hospitalisation #3 ~—>
- {/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{chservation classCode="0BS" moodCode="EVN">
<code code="35" codeSyster="2. 16. 840. 1. 113883, 3.980. 2, 1. 1, 19" codeSystemVersion="1. 1" displayName="

resultsInPersistentOrSignificantDisability™/>

<value Sts i:itype="BL" nullFlavor="NIL"/>
i <I— E.i.3.2d: Disabling / Incapacitating #3 —>
{/observation>
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congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

0"/

medicalConfirmationByeal thProfessional”™/>

“shin - BT/

codeSystenVersion="1.1"/>

</outboundRelationship2>
<putboundRelationship? 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="

<value xsi:type="BL" nullFlavor="NI"/>
¢1-- E.i.3.2e: Congenital Anomaly / Birth Defect #3 —->
{/abservation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
<code code="26" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1,1" displayNane="

<value xsi:type="BL" value="true"/>
¢1— B.i.3.2f: Other Medically Important Condition #3 —>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCede="0BS" moodCode="EVN">
{code code="27" codeSystew="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" dispiayName=" -

<value xsi:type="CE" code="E.i.7” codeSystem="2. 16, 840, 1, 113883, 3, 989, 2, 1. 1. 11" codeSystemYersicn="2.

¢l— E.i.7: Qutcome of Reaction / Event at the Time of Last Observation #3 —>
</observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="24" codeSystem="2. 16, 840, 1. 113883, 3. 989, 2. L. 1. 19" codeSystenVersion="1.1" displayName="

{value xsi:type="BL" value="true”/>
{l-— E.i.8: Medical Confirmation by Healthcare Professional #3 —>
{fabservation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3.989.5. 1. 3, 2. L. 10" codeSystenVersion="1,0" displayNeue=

{value xsiitype="CE™ cede="J2.14.i" codeSyster="2.16.840. 1. 113883.3.989.5.1.3.2.1.87
<l @8eJ2. 14. 1 &40 - FEin 43 —>

{/observation>
</outboundRelationship2>

</observation>
</subject0f2>
<subject0f2 typeCode="SB]">
<observaticn classCode="0BS" moodCode="E¥N">

reactionForTranslation”™/>

<id root="2e99840f-08b4-499c-80£f-dd841554£8a5"/>
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="reaction”/>

CeffectiveTime xsi:type="SXPR_TS™
{comp xsi:type="IVL_TS™>
<low value="20090101"/>
<l—— E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20E012017/>
{l-- E.i.5: Date of End of Reaction / Event #4 —>
{/comp>
{comp xsiltype="IVL_TS" operator="A">
<width value="24" unit="E.i.6b"/>
{!— E.i.6a: Duration of Reaction / Event (humber) #4 —>
<}— E.i.6b: Duration of Reaction / Event {unit) #4 —>
{/comp> '
{/effectiveTime>
{value xsi:type="CE” code="E.i.Z2. 1b" codeSystem="2, 16. 840, 1. 113883. 6. 183" codeSystenVersion="E.i. 2 1a™>
¢l— E.i.2.1a: MedDRA Version for Reaction / Bvent #4 —>
{l— E.i. 2. 1b: Reaction / Event (MedDRA code) #4 -
{originalText language="E.i. 1. 1b">E.i. 1. la¢/criginalText>
<l— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
<l== E.i.1.1b: Reaction / Event as Reported by the Primery Source Language #4 —>
</value>
<location typeCode="LOC™>
{locatedBntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code ¢ode="E. i.9" codeSystem="L. 0.3166.1.2.2"/>
¢l— B.i.9: Identification of the Country Fhere the Reaction / Event Qccurred #4 —>
{/locatedPlace>
{/locatedEntity>
{/location>
{outboundRelationship2 typeCode="PERT™>-
<observation classCode="0BS" moodCode="EVN">
{code code="30" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi!type="ED"JE.1i. 1. 2{/value>
<I— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 —>
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{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™> ,
{observation classCode="0BS" moodCode="EVN™>
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3.689. 2, 1, 1. 19" codeSystemVersion="1. 1" displayName="
termHighlightedByReporter” /> ’
{value xsi:type="CE” code="E.1.3.1" codeSysten="2.16.840. 1. 113883. 3. 989, 2, 1. 1, 10" codeSystenVersion="

2.07/>
¢l— E.i.3. 1:Term Highlighted by the Reporter #4 —>
{/observation>
{/outboundRelationship2>
(outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
{code code="34" codeSystem="2, 16, 840. 1. 113883. 3. 988, 2. 1. 1. 1%" codeSystemVersion="1.1" displayName="
resultsInDeath”/>
<value xsiitype="BL” value="true"/>
<{-- E. i.3.2a: Results in Death #i4 —>
{/vbservation>
{/cutboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observaticn classCode="0BS" moodCode="EVN"> .
. <code code="21" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
isLifeThreatening™/>

<velue xsi:type="BL™ nullFlavor="NI"/>
¢l— E. i.3.2b: Life Threatening #4 ——>
{/observation>
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="33" codeSysten="2, 16. 840. 1. 113882. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayNeme="
requiresInpatientHospitalization™/> -
<value xsiitype="BL" valus="true*/>
<1— E.4.3.2c! Caused / Prolonged Hospitalisation #4 —>
{/observation>
{/outboundRelationship2)
{outboundRelationship? typeCode="PERT™>
<observation classCode="CBS” moodCode="EVN">
<cede code="35" codeSystem="2. 16. 840, 1. 113893, 3,989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
resultsInPersistentOrSignificantDisability™/> - .
<value xsi:type="BL" mullFlavor="YI"/>
4— B.i.3.2d: Disabling / Incepacitating #4 —>
{/observation®
{/outboundRelationship2>
{outboundRelationship2? typeCode="PERT™>
{ohservation classCode="0BS" mcodCode="EVN">
<code cede="12" codeSystem="2. 16. 840, 1. 113883. 3. 580. 2. 1. 1. 19" codeSystemVersion="1. 1" displayNeme="
congenitalAncmalyBirthDefect™/>
<value xsi:type="BL" nullFlavor="NI"/>
¢I— E.i.3.2e! Congenital Anomaly / Birth Defect #4 —_—
</observation>
{/outboundRelationship2>
<outhoundRelaticnship2 typeCode="PERT™>
<observation classCode="0BS” moodCede="EVN">
{code code="26" codeSystem="2, 16, 840. 1. 113883, 3.988. 2. 1. 1. 1¢” codeSystemVersion="1.1" displayName="
othexMedicallyImportantCondition”/> .
<value xsi:type="BL" value="true”/>
<l—= E.i.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, 18" codeSystemVersion="1.1" displayName="
outcome”™ /> ’
<value xsi:type="CE” code="E.i.7" codeSystem="2.186.840. 1. 113883, 3.989.2.1. 1. 11" codeSystemVersion="2.
()
<!— E 1.7 Qutcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation> :
<{/outhoundRelationship2>
{outboundRelationship2? typeCode="PERT™> .
{observation classCode="0BS" mocdCode="EWN">
{code code="24" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersicn="1. 1" displayName="
medicalConfirmationByHealthProfessicnal /> .
<value xsi:type="BL" value="true"/>
¢l— E.i.8: Medical Confirmation by Healthcare Professional #4 ~—>
{/chservation>
{/outboundRelaticnship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS™ moodCode="EVN™>
{code code="11" codeSystew="2. 16. B40. 1. 113882, 3,989, 5.1,3. 2. 1. 10" codeSystemYersion="1.0" displayName=
"R - BT
<value xsiitype="CE” code="J2.14.i" codeSystem="2.16. 840. 1. 113883.3.989.5,1,3.2,1,8"
codeSystemVersion="1.17/>
<1— @872, 14, i k- B 4 —

{fobzervation>
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{/outboundRelationship2>
{/observation>
</subject0f2> .
<subjectDf2 typeCode="SBJ™>
<observation classCode="0BS" meodCode="EVN™>
{id root="1071064c-cf10-4a3b-83c1-34f9ddbTeabd”/>
{code code="29" codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="reaction”/>-

{effectiveTime xsi:type="IVL_TS™>
<low value="20080101"/>
¢l— E.i.4: Date of Start of Reaction / Event #5 —>
¢feffectiveTime?
¢value xsittype="CE” code="F, i, 2. 1b" codeSystem="2, 16. §40. I. 113883, 6. 163" codeSystenVersion="E. {. 2. 1a*>
¢{1— E.i.2.la: MedDRA Version for Reaction / Event #5 >
¢{}— E.i.2. Ib: Reaction / Event (MedDRA code} #5 —>
{originalText language="E.i.l.1b™>E. i. 1. la/originalText>
¢}-— E.i.1.1a: Reaction / Event ms Reported by the Primary Source in Native Language #5 —>
¢}— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #5 —>
</value>
<location typeCode="LOC™>
{locatedEntity classCode="LOCE™>
<lecatedPlace classCode="COUNTRY™ determinerCode="INSTANCE™>
<code code="E, i.9” codeSyster="1. 0.3166.1.2.27/>
{I—E.i8: Identification of the Country Where the Reaction / Event Occurred -H#5 —>
¢/locatedPlace>
{/locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS" moodCede="EVN™>
<eode code="30" codeSystem="2. 16, 840, 1. 113883. 3. 980. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED">E.1{.1.2¢/value>
<{l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 —>
</observation> '
</outboundhelationship2>
{outhoundRelationship2 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="
termighlightedByReporter™/> .
{value xsi:type="CE" code="E.i.3.1" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 10" cadeSystenVersion="
2,075
{}— E.i.3. 1:Term Highlighted by the Reporter 5 -3
" ¢/observation>
</outboundRelationship2?
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="E¥N™>
{code code="34" codeSysten="2, 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
resultsInDeath”/> :
<value xsi:type="BL" value="true”/>
<!— E.i.3,2a% Results in Death #5 —>
</abservation>
 </outboundRelationshipz>
<outboundRelaticnship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="21" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi:type="BL" nullFlavor="NI"/>
{I— E.i.3.2b: Life Threatening #5 —>
{/observation>
{/autboundRelationship2>
<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="
requiresIm:tient}{ospitalization'l?
<value xsi:type="BL™ value="true”/>
<I-- E.i.3.2¢: Caused / Prolonged Hospitalisation #5 —>
</observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
{code code="35" codeSysten="2. 16. 840. 1. 113883, 3. 989, 2, 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI"/>
<I-- E.i.3,2d: Disabling / Incapacitating #5 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" mocdCode="EVN">
{code code="12" codeSystew="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
congenitalinonalyBirthDefect™/> -
<value xsi:type="BL” nullFlavor="NI"/>
* ¢l— E.i. 3.2 Congenital Anomaly / Birth Defect #5 —>
. {/observation>
{/outboundRelationship2>
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otherMedical lyImportantCondition™/>

outcome” />

07/>

{outboundRelationship2 typeCode="PERT™>
{chservation classCode="UBS” moodCode="EVN™>
<code code="26" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL" value="true"/>
¢I— E.i.3.2f Other Medically Important Condition #5 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{ebservation classCode="0BS" mecodCode="EVN™>
<code cede="27" codeSysten="2. 16, 840. 1. 113883, 3. 98%. 2. 1, 1 18" codeSystenVersion="1.1" displayName="

Cvalue xsi:type="CE” code="E.1i.7" codeSystem="2.16.840. 1. 113883, 3. 589, 2,1, 1. 11" codeSystemVersion="2.

{l-- E.i.7: Outcome of Reaction / Event at the Time of Last Observation #§ —>
{/observation>
{/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT ">
{observation classCode="0BS™ moodCede="EVN"> .
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3.989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

medicalConfirmationByHealthProfessional”/>

" - BERT/>

codeSystemVersion="1. 1"/>

reactionForTranslation”/>

termHighlightedByReporter™/>

2070

resultsInDeath”™/>

<value xsi:type="BL" valus="trus"/>
{l— E.i.8:! Medical Confirmation by Healthcare Professional #5 —»
{/observation>
{/outboundRelationshipZ>
<outhoundRelationship2 typeCode="PERT™>
<observation ¢lassCode="0BS" moodCode="EWN">
{code code="11" codeSystem="2, 16, 840. 1. 113883, 3.989.5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=

<value xsi:type="CE" code="J2.14.1" codeSystem="2. 16. 840. 1. 113883. 3.98%.5,1.3.2. 1.8"

<1-- @@aj2, 14.1 Fm - B #5 —
</vbservation>
</outboundRelationship2>
{/chservationd
</subjectQf2>
<subject0fZ typeCode="SB]™>
<observation classCode="0BS™ moodCode="EVN™>
{id root="1f927283-10b6-4334-0d43-eY25640£Fb1BE™/> .
{code code="29" codeSystew="2. 16. 8B40, L. 1138853, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS™>
<high value="20000101"/>
¢l-~ E.i.4: Date of Start of Reaction / Event #6 —>
{feffectiveTine>
<value zsi:type="CE" code="E.i.2.1b" codeSysten="2. 16.840. 1. 113883, 6, 163" codeSystemVersion="E. i.2.1a">
¢l— E. 1.2 1a: MedDRA Version for Reaction / BEvent #6 —>
<|— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
{originalText language="E,1i, 1, It™>E. i. 1. la</original Text> .
{l— E.i.1. la: Reaction / Bvent as Repcrted by the Primary Source in Netive Language £6 —>
{l— E.i. 1. 1b: Reaction / Event as Reported by the Primary Source Language #6 —>
{/value>
<location typeCode="LOCT>
<locatedEntity elassCode="LOCE™>
{locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="E.i.9" codeSystem="1.0, 3166,1,2,.2"/>
¢l— E. 1.9 Identification of the Country Where the Reactmn / Event Occurred #6 —>
</lecatedPlace>
</lacatedEntity>
{/location>
{outboundRelationship2 typeCode="FPERT™>
{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 #6 —>
¢/observation>
{/cutboundRelat ionship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" mocdCode="EVN">
{code code="37" codeSystem="2. 16. 840. 1, 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1, 1~ dlsplayName-

<value xsi:type="CE” code="E.i.2.1" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 10" codeSystenVersion="

¢!— E.i. 3. 1:Term Highlighted by the Reporter #& >
{/observation>
{/outboundRelaticnship2>
<outboundRelationship? typeCode="FERT™>
<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 #6 —>
<{/observation>
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</outboundRelaticnship2>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS" moodCode="EVN">
<code code="21" codeSystem="2. 16. B40. 1. 113883. 3.989. 2, 1. 1. 13" codeSystemVersion="1. 1" displayName="
isLifeThreatening™/> )
<value xsi:type="BL" nullFlavor="NI"/>
¢!— E.i,3.2b: Life Threatening #6 —>
{/ohservation>
<{/ottboundRelaticnship2>
<ottboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>
<code code="33" codeSysten="2. 16. 840. 1. 113883 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
requiresInpatientBospitalization™/>
<value xsi:type="BL” value="true"/>
<l~~ E. i.3.2c: Cavsed / Prolenged Hospitalisation #6 —>
{/chservation>
{foutboundRelationship2>
<outboundRelationship? typeCode="PERT™>
- <observation classCode="0BS™ moodCode="EVN™>
{code code="35" codeSystem="2, 16, 840, 1. 113883. 3.989. 2. 1. 1. 19”7 codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
¢value xsi:itype="BL" nullFlavor="NI"/>
¢{l— E.i.3.2d: Disabling / Incapacitating #6 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="B¥N™>
{code code="12" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2. 1. 1, 19" codeSystemVersion="1.1" displayName="
congenitalAncmalyBirthDefect”/>
<value zsi:type="BL" nullFlaver="NI"/>
¢!— E.i.3.2: Congenital Anomaly / Birth Defect 56 —>
</observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN™> i
{code cede="26" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" .displayName="
otherMedicallylmportantCondition”/>
<value xsiitype="BL" value="true"/>
<I— E.i.3.2f: Other Medically Important Condition #6 —>
</observation>
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT >
{cbservation classCode="0BS" moodCode="EVN™>
<code code="27" codeSystex="2. 16. 840. 1. 113883. 3.989. 2, 1, 1. 19" codeSystemVersion="1.1" displayName="

.

outcoma”/>
* <value xsi:type="CE” code="E. i.7" codeSystem="2. 16.840. 1. 113883, 3. 989.2.1. 1, 11" codeSystemVersion="2.
07/
<l— E.i.7: Qutcome of Reaction / Event at the Time of Last Observation #6 —>
</observation>
{/foutboundRelationship?> N

<outboundRelationship? typeCode="PERT™>
{observation ¢lassCode="0BS" moadCode="EVN">
Ccode code="24" codeSyster="2. 16. 840. I. 113882, 3. 989, 2, 1. 1. 19" codeSystenVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:itype="BL" value="true”/>
<l— E.1i.8: Medical Confirmation by Healthcare Professional #6 —>
{/observation>
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<aobservation classCode="0BS™ moodCode="EVN">
<code code="11" codeSystem="2. [6. 840. 1. 113883. 3. 96%. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName=
“En - EEET/
<value xsi:type="CE™ code="J2.14.i" codeSystem="2.16.840. 1. 113883, 3.989.5.1.3.2.1.8”
codeSystemVersion="1.17/>
<I— @88J2. 14,1 FREn - BREn 46 —>
</observation>
<{/outboundRelaticnship2>
{/cbservation>
</subject0f2>
<{subjectDf2 typeCode="SBI™>
{observation ¢lassCode="0BS" moodCode="EVN™>
<id root="0342969-38be-423f-bBbb-celdbe279d8e" />
{cede 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"/>
(I~ E.i.6a: Duration of Reaction / Event {number) #7 —>
{1— E.1i,6b: Duration of Reaction / Event {unit) #7 —>
{feffectivelime>
<value xsiitype="CE™ code="E.i.2.1b" codeSystem="2. 14, 840. 1. 113883, 6. 163" codeSystenVersion="E, i. 2. la™>
{1— E.i.2 la: MedDRA Version for Reaction / Event 57 —>
¢{1— E.i.2.1b: Reaction / Event (MedDRA code} £7 —>
{originalText language="E.i. 1. 1b™>E i. I 1la</originalText>
¢!— E.i. 1 la: Reaction / Event as Reported by the Primary Source in Mative Language £7 —>
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reactionForTranslatien” />

termiighlightedByReporter™/>

.07/

resultsInleath”/>

isLifeThreatening”/>

requiresInpatientHospitalization™/>

¢l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #7 —>
</value>
<location typeCode="LOC™>
{locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="E.i.9" codeSystem="1.10.3166.1.2.2"/>
¢I— 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. L. 1. 15" codeSystenVersien="1.1" displayNeme="

<value xsi:type="ED"ME. i. 1. 2¢/value>
<l-- E.i.1.2: Reaction / Event as Reported by the Primary Scurce for Translation #7 —>
{/observation> E :
{/outboundRelationship2>
<outboundRelaticnship2? typeCode="PERT™>
{observation classCode="0BS™ moodCode="EVN™>
<code code="37" codeSysten="2. 16. 840. 1. 113883, 3.985. 2. 1. 1, 19" codeSystemVersion="1.1" displayName="

{value xsi:type="CE” code="E.i.3.1" codeSystem="2, 16, 840. 1. 113883, 3.985. 2. 1. 1. 10" codeSystenVersion="

<l— E.i.3. 1:Term Highlighted by the Reporter #7 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2? typeCode="PERT">
{abservation classCode="0BS™ moodCode="E¥N™>
<code code="34" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="

<value xsi:type="BL" value="true”/>
<l— E i.3.2a: Results in Death #7 —>
{/observation>
{/outhoundRelationshipz>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="21" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL" nullFlavor="NI"/>
l— E.i.3.2b: Life Threatening #7 —=>
{/observation>
</outboundRelationship2>
{outhoundRelaticnship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN™>
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3.989, 2. 1. 1, 197 codeSystenVersion="1. 1" displayName="

<value xsiitype="BL™ value="true”/>
<|-— E.i.3.2c: Caused / Prolonged Hospitalisation #7 —>
{/uobservation>
</outboundRelationship2>
<outhoundRelatienship? typeCode="PERT™>
<observation classCode="0BS”™ moodCode="EVN">
<code code="35" codeSystew="2. 16, 840, 1. 113883, 3, 989, 2. 1. 1. 197 codeSystenVersicn="1. 1" displayName="

resultsinPersistentOrSignificantDissbility™/>

congenitalAnomalyBirthDefect™/>

otherMedicallyImportantCondition”/>

outcome™/>

o>

<value xsi:type="BL" nullFlavor="NI"/>
<I~-~ E.i.3,2d: Disabling / Incepacitating #7 —>
{/vbservation>
{/outboundRelationship2> .
<outhoundRelaticnship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
{code cede="12" codeSystem="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersien="1.1" displayName="

<value xsi:type="BL" nullFlaver="NI"/>
<I— E.i.3.2e: Congenital Anomaly / Birth Defect £7 —>
{/observatien> -
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™> /
{cbservation classCode="0BS" moodCode="EVN™>
<code code="26" codeSysten="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

<value xsi:type="BL" value="true"/>
<I— E.i.3.2f: Other Medically Important Condition 7 —>
{/observation>
<foutboundRelationship2>
SoutboundRelaticnship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code cede="27" codeSysten="2. 16, 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystenVersich="1.1" displayName="

{value xsi‘type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 11" codeSystemVersion="2.
¢I— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 —>

¢/observation) -
{/outboundRelationship2>
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<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 Professicnal- #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="11" codeSystem="2. 16. 840. L, 113883. 3. 989, 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName=
"G - BEMT/
<value xsiitype="CE” code="J2.14.1" codeSysten="2. 16. 840. 1. 113883.3.989,5,1,3.2.1.8"
codeSystenVersion="1.1"/>
<l— a@8J2. 14. 1 k& - BEx #7 —>
{/observation>
</outboundRelationship2>
{/observation»
</subject0rZy
<subject0f2 typeCode="SB]">
<observation classCode="0BS" moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263445e0" />
{eode code="29" codeSystem="2.16.840. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="reaction™/>

{effectiveTime xsi:type="SXPR_T5™>
<comp xsi:type="IVL_TS™>
(low value="20080101L"/>
¢}-- E.i.4: Date of Start of Reaction / Event #8 —>
<vidth value="24" unit="E.i.6b"/>
¢l— B.i.6a: Duration of Reaction / Event {(number) H8 ——>
<!--E.i.6b: Duration of Reaction / Event {unit) #8 —>
</comp»
{comp xsiitype="IVL_TS" operator="A">
<high value="20101201"/>
<!—— E.i.5: Date of End of Reaction / Event #8 —>
</comp>
{/eifectiveTime>
<value xsi:type="CE" code="E.i.Z.1b" codeSystem="2, 16. 840, 1. 113882. 6. 163" codeSystemVersion="E. i. 2. la">
¢!— E.i.2. 1la: MedDRA Version for Reactien / Event #8 >
<l~~ E.i.2.1b: Reaction / Event (MedDRA code) #§8 —>
CoriginalText language="E.i.l.1b™>E. i.l.la/originalText>
{!— E.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language £8 —>
<!— E.i.1.1b! Reaction / Event as Reported by the Primary Source Language #8 —>
</valuey
{location typeCode="LOC™>
<locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="E.i.9" codeSysten="1.0.3166.1.2,27/>
<l-~ E.i.9: Identification of the Country Where the Reaction / Event Occurred #S —>
</locatedPlace>
</locatedEntity>
{/location>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="30" codeSystem="2. 16. 840. 1. 113883. 3,989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED">E. i. 1. 2</value}
{l—— B.i. 1.2: Reaction / Event as Reported by the Primary Source for Translation #8 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
{code code="37" codeSystem="2, 16, 840. 1, 113883. 3. 989. 2. 1, 1. 19" codeSystenVersion="1.1" displayName="
termHighlightedByReporter™/>
<value xsiitype="CE” code="E. 1.3.1" codeSystem="2. 16. 840, 1, 113883, 3,989, 2, 1. 1, 10" codeSystenVersion="
2.0/
¢{1— E.1.3.1:Tern Highlighted by the Reporter #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2? typeCode="PERT">
{observation classCode="0BS™ mcodCode="EVN">
{code code="34" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2. 1. 1 19" codeSystemVersion="1,1" displayName="
resultsInDeath”/>
<value xsiitype="BL" value="true”/>
<!-- E.i.3.2a: Results in Death #8 —>
{/observaticn>
</outboundRelationship2>
<outboundRelatictnship2 typeCode="PERT™>
{observation classCode="0BS" moodCade="EYN™>
<code cede="21" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1* displayName="
isLifaThreatening”/>
<value xsi:type="BL" nullFlavor="NI"/>
<I— B, 1.3, 2b: Life Threatening #8 —>
{/observation>
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</outboundRelationship2>
<outhoundRelatienship2 typeCode="PERT>
<abservation classCode="0BS” moodCode="EVN™>
<code code="33" codeSystem="2. 16. B40. 1. 113883. 3. 989, 2. 1, 1. 19" codeSystenVersion="1. 1" displayName="
requiresInpatientospitalization”/> ‘
<value xsi:type="BL” value="true”/>
I—— E.i. 8. 2¢c: Caused / Prolonged Hospitalisation #8 —>
{/observaticn>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™> -
{observation classCode="0BS" moodCode="EVN"> R
{code code="35" codeSystem="2. 16. B40. L. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1” displayName="
resultsInPersistentOrSignificantDisability™/>
<value xsi:type="BL" nullFlaver="NI"/>
<I~- E,i.3.2d: Disabling / Incapacitating #8 —>
{/observaticn?
</outboundRelationship2>
{outboundRelaticnship2 typeCode="PERT">
{observation classCede="CBS™ moodCode="EVN™>
<code cede="12" codeSystem="2, 16. 840. 1. 113883, 3. 989, 2. 1. 1. 197 codeSystemVersion="1. 1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NIL"/>
<l— E.i.3.2e! Congenital Anomaly / Birth Defect #8 —>
</observation>
</outhoundRelationship2>
<outboundRelaticnship2 typeCode="PERT">
<observation classCode="CBS” moodCode="EVN™>
{code code="26" codeSystem="2, 16, 840. L. 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="
otherMedicallyImportantCondition™/>
<value xsittype="BL" value="true”/>
<I— E.i. 3. 2f: Other Medically Important Condition #8 —>
{/observaticn>
</outboundRelationship2>
<outboundRelaticnship? typeCode="PERT">
{observation classCode="0OBS™ moodCode="EVN™>
{code code="27" codeSystem="2. 16. B40. 1. 113883, 3. 989. 2. 1. 1. 197 codeSystemVersion="1, 1" displayName="
cutcome”/>
{value xsiitype="CE"” code="E.i.7" codeSystem="2.16.840. 1. 113883, 3. 989.2.1. 1. 11" codeSystemVersion="2.
o .
<|-- E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/ubservation>
</outboundRelationship2> .
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. L. 113883, 3.989. 2. 1. 1. 18" codeSystemVersion="1. 1" displayName="
medicalConfirmationByHealthProfessional”/>
<value zsi:type="BL” valus="true”/>
<l— E.i.8: Medical Confirmation by Healthcare Professional #8 —>
{/observation>
</outboundRelationship2>
{outbeundRe}ationship2 typeCode="PERT™>
{chservation classCode="(0BS" moodCode="EVN™>
<code code="11" codeSystem="2. 16. B40. 1, 113883, 3,989, 5, 1. 3. 2. 1. 10" codeSysteuVersion="1, 0" displayName=
ok - BEANT />
<value xsiitype="CE" code="]2.14.1i" codeSystem="2. 16. 840. 1. 113883, 3.989.5.1.3. 2. 1.8
codeSystenVersion="1. 17/>
. l-- @e@J2.14.1 5 - BEdn #8 —
{/observation>
<foutboundRelationship2>
{/observation>
</subjectOf2>
{subjectOfZ typeCode="SB]™>
<organizer classCode="CATEGORY” moodCode="EVN™>
<code code="3" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2, 1. 1. 20" codeSystemVersion="1.0" displayName="
testsAndProceduresRelevantToTheInvestigation”/>
{component typeCode="COMP™>
{chservation classCode="0BS" moodCode="EVN™>
<code code="F.,r.2.2b" codeSysten="2, 16.840. 1. 113883. 6. 163" codeSystenVersion="F.r.2.2a">
¢}— F.r.2.2a: MedDRA Version for Test Name 81 —>
{1— F.r.2.2b: Test Name (MedDRA code) #1 —>
<originalText>F. . 2. 1</originalText>
. ¢l— F.r.2.1: Test Name (free text) #1 —>
<feode>
<effectiveTime value="20090101"/>
¢l— F.r.1: Test Date §1 —>
<value xsi:type="IVL_PQ™>
<center value="10" unit="mg/di"/>
l— F.r.3.2: Test Result (value / qualifier} #1 >
¢J— F.r.3.3: Test Result (unit) #1 —>
</value> R
<interpretaticnCode code="F.r.3.1"” codeSystemn="2.16.840. 1. 113883. 3. 989. 2. L. 1. 12" ccdeSystenVersion="2.
o7/ ’
{!-- F.1.3.1: Test Result {code) #1 —>
<referenceRange typeCode="REFV™>
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<observationRange classCode="0BS" moodCode="EVN. CRT™>
<value xsi:type="PQ"~ value="40" unit="mg/d1"/>
{l— F.r.4: Normal Low Value #1 —>
{interpretaticnCode code="L” cedeSystem="2.16. 840. 1. 113883. 5. 83"/>
</observationRange>
"¢/referenceRange?
{referenceRange typeCode="REFV™>
{vbservaticnRange classCode="0BS” moocdCode="EVN. CRI™>
<value xsi:type="PQ" value="110" unit="mg/d1"/>
<l— F.r.5: Normal High Value #1-->
{interpretationCode code="H" codeSystem="2, 16, 849, 1, 113883. 5. 83" />
{/observationRange>
</referenceRange>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0B3" moodCode="EVN™>
{code code="10" codeSysten="2, 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1*
displayName="comment”/>
' {value xsi:type="ED">F.r. 6</value>
{1-~ F.r.6: Comments (free text) #1 —>
<fohservation>
</outboundRelationshin?>
<outboundRelationship2 typeCode="REFR™>
<observation classCode="0BS" mocdCode="EVN™>
{code code="25" codeSysten"2. 16. 840. 1. 113883, 3.989. 2. 1. 1, 19" codeSystenVersion="1.1"
displayName="more InformationAvailable”/>
<value xsi:type="BL” value="true”/>
<!—F.r.7: Hore Informaticn Available #1 —>
</observation>
{/outboundRelationship2>
<fobservation>
</component>
{component typeCode="COMP™>
{observation classCode="0BS” moodCode="EVN™>
<code code="F.t.2.2b" codeSysten~"2, 16, B40, 1, 113883, 6, 163" codeSystenVersion="F.r. 2. 2a*>
<l—= F.r.2.2a: MedDRA Version far Test Name #2 -
<l— F.r.2.2b: Test Name (MedDRA code) #2 —>
<originalText>¥F.r. 2, 1</originalText>
{l— F.r.2.1: Test Name (free text) #2 —>
¢/code>
<effectiveTine value="200901017/>
{1-- F.r.1: Test Date #2 —>
<value xsi:type="IVL_PQ™>
<low nullFlavor="NINF"/>
<high velue="10" unit="mg/dl” inelusive="false"/>
<fva) ver
¢4— B.r.3.2: Test Result (value / qualifier) #2 —>
<i— F.r.3.3: Test Result (unit) #2 —>
4— LT 10 mg/dl #2 —
{/observation>
{/component>
{component typeCode="COMP™>
<observation classCede="0BS" moodCode="EVN™>
<code code="F.1.2.2b" codeSystem="2. 16.540. 1. 113883. 6. 163" codeSystenVersion="F.r. 2. 2a">
Y= F.r. 2 2a MedDRA Version for Test Name #3 —>
— F.r.2.2b! Test Name {MedDRA code) #3 —>
{originalText>E. r. 2. 1</originalText>
¢t— F.r.2.1: Test Name (free text) #3 —>
</coded
{pffectiveTime value="20090101"/>
€l— PB.r.1: Test Date #3 —>
<value xsi:type="IVL_PQ™> -
low nullFlaver="NINF"/>
¢high value="10" unit="mg/d1” inclusive="trua"/>
</value> *
<!— F.1.3.2: Test Result (value / qualifier) #3 —>
¢!— F.r.3.3! Test Result {mnit} 3 —
<!— LE 10 mg/dl §#3—>
{/observation>
</ component>
{component typeCode="COMP">
{observation classCode="0BS" moodCode="EVN™>
<code code="F.r.2. 2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="F.r1. 2. 2a™>
<{—'F.r.2.2a! MedDRA Version for Test Name 84 —>
{I— F.r.2.2b! Test Name (MedDRA cods) #4 —
<originalText>F. r. 2. 1{/originalText>
{I— F.1.2.1: Test Name (free text) #1 —>
</code>
{effectiveTime value="20090101"/>
{l— F.r. 1! Test Date #4 —>
<value xsi!type="IVL_PQ™> .
<low value="10" unit="mg/d1” inclusive="false”/>
<high nullFlavor="PINF"/> ’
</value>
{l— F.1.3.2: Test Result (value / qualifier) #4 —>
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{!— F.1.3.3: Test Result (unit) #4 —>
<I— GT 10 mg/dl #4 —>
</chservation>
¢/component>
{component typeCode="COMP™>
{observation classCodé="0BS" moodGode="EVN™>
{code code="F, r.2.2b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystenVersion="F.r. 2. 2a”>
¢!— F.r. 2. % MedDRA Version for Test Name #5 —>
{!— F.r.2.2b: Test Name (MedDRA code) #5 >
<originalText>F. r. 2. 1</originalText>
<!— F.r.2. 1! Test Name (free text) #5 —>
<feoded>
{effectiveTime value="20050101"/>
¢l— F.r.1: Test Date #5 —>
<value xsi:type="IVL_PQ™>
<low value="10" unit="mg/dl” inclusive="true”/>
<high nullFlaver="PINF />
{/value>
{1— F.r.3.2: Test Result {value / qualifier) #5 ——>
<I- F.1.3.3: Test Result {unit) #5 —>
<1-- GE 10 mg/dl #5 —>
</observation>
{/component>
{component typeCode="COMP™>
{observation ¢lassCode="0BS" mocdCode="BVN">
<code code="F.r.2.2b" codeSystem="2, 16. 840. 1. 113883. 6. 163" codeSystenVersion="F.r. 2. 2a™> N
<I— F.r.2.2a: MedDRA Version for Test Name #6 —>
¢|-- F.r.2.2b: Test Name (MedDRA code) #6 —
<originalTextF. r. 2. 1{/originalText>
_l— F.r.2.1: Test Name {free text) {6 —>
</code>
{effectiveTime valug="200801017/>
l— F.x.1: Test Date #56 —>
<value xsi:type="ED">F.r.3.4</value>
<l-- F.r.3,4: Result Unstructured Data (free text) #§ —>
{/vbservaticn>
{/cemponent>
{/organizer>
</subjectOf2>
{subject0f2 typeCode="SB]™>
<organizer classCode="CATEGDRY™ moodCode="EYN™>
{code code="4" codeSystem="2. 16. 840. 1. L13883. 3. 989. 2. 1. 1. 20" codeSystenVersion="1.0" displayName="
drugInformation”/>
{!— 6.k Drug{s) Information (repeat as necessary} Hf —>
<component typeCode="COMP™>
{gubstanceAdninistration classCode="SBADM™ moodCode="EVN™>
<id root="3¢91b4d5~e039-4aTa-9c30-67671b0efIed™ />
<gonsumable typeCode="CSM™>
{instanceQfKind classCode="INST™>
<kind0fProduct classCode="MMAT" determinerCede="KIND">
{code code="G. k. 2. 1. 1b” codeSystem="TBD-MPID" codeSystemVersion="G.k.2.1. 1a"/>
<l— . k.2. L. 1a: MPID Version Date / Number #1 —>
<{|— 6. k.2. L, 1b: Medicinal Product Identifier (MPID) #1 —>
<name>G. k. 2. 2</nane>
¢{|— G.k.2.2: Medicinal Praduct Name as Reported by the Primary Source #1 —>
{asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNIRCT™ mocdCode="EVN™>
{id extensicn="G.k.3.17 root="2. 16.840. 1. 113883.3.985.2. .3.4"/>
¢I—- G.k 3.1 Authorisation / Application Number #1 =-~>
' : <holder typeCode="HLD">
<role classCode="HLD"™> .
<playingQrganization 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="TNSTANCE™>
<code code="G. k. 3.2" codeSystem="1. 0, 3166, 1.2, 27/
<l== G.k.3.2: Country of Authorisation / Application #1 -->
</territory>
{/territorialAuthority)>
{/author>
<pertinentInformation typeCode="PERT">
<policy classCode="POLICY” moodCode="EVN™>
<code code="J2.5.k" codeSysten="2.16.840. 1. 113883. 3.989.5.1.3.2. 1. 47

s\

codeSystenVersion="1.1"/>
<l— peaJ2. 5.k —BAEERSO ) A7 ESH% 1 —
¢/policy>
</pertinentInformation>
{/approval>
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{/subject0f>
<subjectdf typeCode="5BI™>
{characteristic classCode="0BS™ moodCode="EVN™>
{cade code="1" codeSystem="2. 16. B40. 1. 113883. 3.989.5.1.3.2. 1. 10"

codeSystenVersion="1.0" displayName="#EHDHHEFOHRREH"/,>

2.1.3" codeSystenVersion="1.17/>

2a7/>

#1-1 —>

2a7/>

#1-2 —>

displayName="retailSupply”/>

Obtained #1 —>

07 displayNeme="—#x Ml EREDAFEE"/,>

codeSystenVersion="1,1"/>

<value xsi:type="CE" code="J2.4.k” codeSystem="2, 16,840, 1. 113883, 3,989, 5.1. 3.

<1 68812, 4. k: FEXEBFEORFARS #1 —>
{/characteristic> :
</subjectOf>
</as¥anufacturedProduct>
<asSpecializedKind classCode="GEN™>
{generalizeddaterialKind classCode="MAT" determinerCode="KIND">
<code?
{originalText>J2, 12</original Text>
l—. @812, 12: WRERHEE —
</code>
{/generalizediaterialKind>
</asSpecializedKind>
<ingredient classCode="ACTI™>
{quantity>
<numerator value="10" unit="G.k.2.3.1.3b"/>
{!— 6.k 2.3.r. 3a: Strength (number) #1-1 —
<!— 6.k 2.3.r.3b: Strength (unit) #1-1 —
<dencminator value="17/>
</quentity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
<code code="G.k.2.3.1.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k. 2. 3.r.

<I—G6Lk23r 2ai Substance / Specified Substance TermID Version Date / Number

<{!— G.k. 2.3.r.2b! Substance / Specified Substance TermID #1-1 —
<name>G. k. 2. 3. r. 1</name>
{!— G. k. 2.3.1.1: Substance / Specified Substance Name #1-1 —>
</ingredientSubstance> '
{/ingredient>
{ingredient classCode="ACTI™>
{quantity>
<numerator value="10" unit="G.k. 2.3.r.3b"/>
<l— 6. k.2.3.r.3a: Strength (number) #1-2 —>
{l— G. k. 2.3.r.3b: Strength {unit) #$1-2 —>
{denominator value="1"/>

</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<code code="G. k. 2.3.r. 2b" codeSystem="TBD-Substance” codeSystemVersion="C.k. 2. 3.r.

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

¢|— G.k 2.3.r.2b: Substance / Specified Substance TermID #1-2 —>
<name>G, k. 2, 3. r. 1</name>
<!— G.k.2.3.1.1! Substance / Specified Substance Name #1-2 —>
{/ingredientSubstance>
{/ingredient>
</kind0fProduct>
<subject0f typeCode="SB]">
{productBvent classCode="ACT” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 18" cedeSystenVersion="1.0"

<performer typeCode="PRF™>
<assignedEntity classCode="ASSIGNED™>
<representedOrganization classCode="0RG" determinerCode="INSTANCE™>
{addr>
<country>G, k. 2, 4¢/country>
<{l— G.k.2.4: Identification of the Country Where tha Drug Was

{faddr>
{/represented0rganization>
</assignedEntity>
</performer’
{/productEvent>
{/subject0f>

. {subject0f typeCode="SE]">

{observationfvent classCode="0BS" moodCode="EVN")>
<code code="2" codeSystem="2, 16, 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.

{value xgiitype="CE” code="J2.6.k" cadeS},’_stem—“'Z. 16, 840, 1, 113883, 3, 989.5. 1.3. 2. 1. 57
- 88eJ2.6. ki —AFAEEROAFERE 51 —

{/observaticnEvent>
</subject0f>

</instanceDfKind>
</consumabled
<outboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k 9.i.3.16"/>
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Bvent (number) Drug #1, Reaction #I —>

Event (unit) Drug #1, Reaction #1 —>

Drug #1, Reaction #1 —>

Drug #1, Reaction #l —>

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

Event (unit} Drug #1, Reaction #2 —>

Drug #1, Reaction #2 -—->

Drug #1, Reaction #2 —>

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

Event (unit) Drug #1, Reaction #3 —>

Drug #1, Reaction #3 —>

Drug #1, Reaction #3 —>

’

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

Event {unit} Drug #1, Reaction #4 —>

Drug #1, Reaction #4 —>

Drug #1, Reactien #4 >

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

Event (unit) Drug #1, Reaction #5 —>

d— 6k0.i3 la: Time Interval between Beginning of Drug Administration and Start of Reactien /
<l—- 6.k 9.1, 3. 1b* Time Interval between Beginniﬁg of Prug Adnministration and Start of Reaction /

{actReference classCode="0BS" moodCode="EVN">
<id root="154ebB885-058b-45f2-a02f-42d4d6£4657E"/>
{/actReference>
</outboundRelationshipl>
<autbgundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G. k.9, i.3.2b"/>
!~ 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (pumber)

<!— 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="154eb889-958b-45f2-a02f~42d4d6E465TE />
{/actReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAS™>
<pauseQuontity 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 /

<l G.k.9.1.3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="EVN™>
<id root="2baa28d6-cIeB-4ebc-93e9-5b860b3142207 />
</actReference>
</outboundRelationshipl> |
<putboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k. 9, i.3.2b"/>
<l— 6. % 9.1, 3. 2a Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

. <l-— G,k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit}

<actReference classCode="0BS" moodCode="EVN™>
<id root="2baa?B8d6-cYeB-4ebc-93e9-5b860b3142207 />
</actReference?
</outboundRelationshipl> \
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" mit="G, k% 9.i.3.1v"/>
¢!— 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

{!-~ 5.k 9.4.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" mcodCode="EVN">
<id root="388626cb-9f1b-4eal-Ba0f-e0ff34430adf”/>
¢/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" mnit="G.k. 9.i.3.2b"/">
! 6.k 9.i.3.2a: Time Interval between Last Dese of Drug and Start of Reacticn / Event (number)

4— .k 9.i.8.2b: Time Interval between Last Dese of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS" moodCode="EVN">
<id root="328626cb-9f1b-4eaB-8a0f-e0Fff34430adf"/>
¢/actReference>
{fouthoundRelationshipl>
<outboundRelaticnshipl typeCode="SAS">
<pauseQuentity value="10" unit="G.k.9.i.3.1b"/> )
<l G.k.9.i.3. ka: Time Interval between Beginning of Drug Administration and Start of Reaction /

{l~~ G.k 9.1i.3. Eb: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS™ moodCode="EVN">
<id root="2¢99840f-08b4-499c-80Ef-ddB4L5F4E8a5"/>
</actReference>
</outboundRelationshipl>
<owtboundRelationshipl typeCode="SAE™>
<pauseQuantity valve="10" unit="¢.k.0.i.3.2b"/>
<|— 6.k.9.1.3,2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

<actReference classCode="0BS" moodCode="EVN™>
<id root="2e¢99840f-08b4-499c—80Ff-dd8415£4£8ab"/>
{/actReference’
</outbeundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
<{pauseQuantity value="10" unit="6.k. 91,3, 1b"/>
{!— 6.k.9.1.3. 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

{!— 6.k 9.1.3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
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Drug #1, Reaction ¥5 —>

Prug #1, Reaction #6 —>

Event (rumber} Drug #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 (number} Drug #1, Reaction #§ —>

Event (unit) Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

Drug #I, Reaction #8 —>

displayName="blinded” />

{actReference classCode="0BS" moodCode="EVN™>
<id reot="1071064c—cf10-4a3b—-B3c1-34f9ddbTeabd”/>
</actReference?
</outboundRelaticnshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k.%.i.3.2b"/>
<}— 6.k 9.1.3. 223 Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

<actReference c¢lassCode="CBS” moodCode="EVN™>
<id root="1071064c-cf10-4a3b-83c1-34£9ddbTeabd” />
</actReference>
</outhoundRelationshipl>
<outboundRelationshipl typeCode="SA3™>
<pauseQuantity value="10" vnit="G.k. 9.i.3.10"/>
{l-- G.k.8.i.3. la: Time Interval between Beginning of Prug 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="1f927283-10b6-4334-9d43-e025640fb18E" />
</actReference>
</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k.9.1i,3,2b"/>
(!— 6.k 9,1, 3. 2a: Time Intérval between Last Dose of Drug and Start of Reaction / Event (number)

¢I-- G,k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit}

<actReference classCode="0BS" mocdCode="EVN">
{id root="1£927283-10b6-4334-9d43-925640fb1BE" />
</actReference>
</outboundRelationshipl>
<cutbeundRelationshipl typeCode="5AS">
<pauseQuantity value="10" unit="G.k. 9. 1. 3. Eb"/> -
¢!— G.k.9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

{!— G.k.9.1. 3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

{actReference classCode="0BS" moodCode="EVN™>
{id root="e0342969-38be-423f-h6bb-celdbe279d8e™/>
{/actReference>
</outboundRelationshipl>

- <outboundRelationshipl typeCode="SAE™>

<pauseQuantity value="10" unit="G.k. 9.i.3.2bv"/>
¢l G.k.8.1.3.2a® 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 / Bvent {unit)

<actReference classCode="0BS" moodCode="EVN™>
<id root="e0342969-38be-423f-b6bb—cel4be279d8e"/>
</actReference>
</foutboundRelationshipl)>
{outboundRelationshipl typeCade="545">
{pauseQuantity value="10" unit="G.k.9, i, 3.1b"/>
<{}— 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

{actReference classCode="0BS" moodCode="EVN™>
{id root="al5he(92-8070-426d-af04-68632634430"/>
{/actReference>
{/outboundRelationshipi>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k 9.i.3.2b"/>
<!— 6.%.9.1, 3. 2a: Tine Interval between Last Dose of Drig and Start of Reaction / Event (numbet)

¢l— G.k.9.1.3.2b* Time Interval between Last Dose of Drug and Start of Reagtion / Event (unit)

<actReference classCode="0BS" moodCode="EVN">
<id root="albbe092-8070-426d-af04-6863263443e07 />
{/actReferenced
{foutboundRelaticnshipl>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS™ moodCode="EVN">
<code code="6" codeSystem="2. 16. 840. 1. 113883. 3. 589, 2, 1. 1, 19" codeSystenVersion="1.1"

{value xsi:type="BL™ value="true"/>
<l— G.k.2.5: Investigational Product Blinded #1 —>
{/ohservation>
</outboundRelationship?>
<outboundRelationship? typeCode="COMP™>
<l G.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-1 -->
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{substanceAdministration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4. 1. BS/text>
<{!— G.k.4.r.8: Dosage Text #1-1 >
{effectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k.4.1.3"/>
{1 G.k.4.r.2: Number of Units in the Interval #i-1 —>
¢4— G.k.4.1.3: Definition of the Time Interval Unit #1-1 —>
</ comp>
{comp xsiitype="IVL_TS" operator="A">
<low value="20090101"/>
{}— 6.k 4.r.4: Date and Time of Start of Drug #l=1 —>
<high value="20090101"/>
<|— G.k.4.r.5¢ Date and Time of Last Administration $1-1 —>
</comp>
{comp xsi:type="IVL_TS™ operator="A">
<width value="4" unit="G.k 4.r.6b"/> .
<}— G.k.4.1. Ga: Duration of Drug Administration (humber) #1-1 —>
<l-- G.k 4.r.6b: Duratien of Drug Administratien (unit) #1-1 —
<{/comp>
<feffectiveTimed
<reuteCode code="G.k.4.r.10.2h" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 147
codeSystenVersion="G. k. 4. r. 10. 2a™>
<l— G.k.4.1. . 2a! Route of Adninistraticn TermID Version Date / Number #1-1 —>
<|— G.k.4.1.10. 2b: Route of Administration TermID #1-1 —>
{originalText>G. k. 4. . 10. 1</originalText>
¢l— G.k 4.r.10.1: Route of Administration (free text) #1-1 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r. 18"/
{!— G.k.4.x. la Dose {number) #1-1 —>
(!— G.k.4.r. 1b! Dose (unit) #1-1 ~—>
{consumable typeCode="CSM™>
{instanceDfKind ¢lassCode="INST™>
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G, k. 4. r. 7</lotNumberText>
{!— G.k.4.1.7: Batch / Lot Number #1-1 —>
</productInstanceInstance?
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{fornCode code="G.k.4.r,9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.5.2a"

(I— G.k 4.1.9.2a: Pharmaceutical Dose Form TexrmID Version Date / Number #1-1

{— G. k. 4.r.9.2b! Pharmaceutical Dose Form TermID #1-1 ~>
{originalTextG. k. 4. r. 9. 1</originalText>
{!— G,k 4,19 1: Pharmacentical Dose Form {free text} #1-1 —>
</formCode> ’
 </kindOfProduct>
{/instanceOfKind>
</consumable>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN"> .
{code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 16" 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. L,
147 codeSystemVersion="G. k. 4.r.11.2a">
<l— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
#1-1 —->
<l—— G.k 4.1, 1L 2b* Parent Route of Administration TermID #1-1 —>
<originalText>G. k. 4. . 11. 1{/originalText>
" ¢«|— G.k.4.1. 11.1: Farent Route of Administration (free text) #1-1 —>
{/value>
{/obseivation>
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
({— G.k 4.r: Dosage and Relevant Information (repeat as necessary) 3i-2 —>
<substanceAdministration classCode="SBADM” moodCode="EVN™>
(text>G. k 4. r_8</text>
<l— G.k.4.r.8: Dosage Text #1-2 —
{effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="PIVL TS™>
<period value="10" unit="G. k. 4.1, 3"/
€I— G.k.4.r.2: Number of Units in the Interval §1-2 —>
<l— G.k.4.r 3: Definition of the Time Interval Unit #1-2 —>
</comp>
<comp xsi:iype="IVL_TS" operator="A">
{low value="200901017/>
{I— G.k.4.1.4: Date and Time of Start of Drug #1-2 —
<high value="20090L01°/>
¢l~- G.k.4.1,5: Date and Time of Last Administration #1-2 —>
</comp>
{/effectiveTime>
{routeCode code="G.k 4.r.10.2b" codeSystem="2. 16. 840. 1. 113883, 3. 989.2. 1. 1. 14"
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codeSystemVersion="C. k. 4. r. 10. 2a™>

r.9.2a™

displayName="parentRoute0fAdninistration”™/>
147 eodeSystemVersion="G. k. 4. 1. 11. 2a™>

-2 —

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

r,9.2a">

d

{I— 6.k.4.r.10. 2a; Route of Administration TermID Version Date / Number #1-2 —>
<{!— 6.k.4.1.10. 2b: Route of Administration TermID #1-2 —>
<originalText>G. k 4. r. 10. 1</vriginal Text >
{I— G.k.4.1.10,1: Route of Administration (free text) #i-2 —>
{/routeCode>
<doseQuantity value="10" unit="G. k. 4. r. I8"/>
{!— G.k.4.r. 1a Dose (number) £1-2 —-->
¢!— Gk 4.r. 1b: Doge (umit) #1-2 —>
{consunable 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 ¥1-2 —>
{/productInstanceInstance>
<kinddfProduct classCode="MMAT” determinerCode="KIND">
<{fornCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G. k. 4.

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

¢!— 6.k 4.r.9.2b: Pharmaceutical Dese Form TermID #1-2 —>
<originalText?G. k. 4.x. 8. 1¢/originalText>
<!— 6.k 4.1.9.1! Pharmaceutical Dose Form {free text) #1-2 —>
{/fornCade>
{/kind0fProduct>
</instance0OfKind>
{/consumable>
{inboundRelaticnship typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN™>
<code cods="28" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 197 codeSystemVersion="1. 1%

<value xsi:type="CE" code="G.k.4.r.1l. 2b" codeSystem="2. 16. 840. 1. 113883.3,989.2. 1. 1.
¢!— G.k 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

¢!— G.k 4.1.11. 2b: Parent Route of Administration TermID #1-2 —>
CoriginalText>G. k. 4. 1. 11. 1</original Text> ’
¢!— G.k.4.r.11.1: Parent Route of Administration (free text) #1-2 —>
</value> '
{/observation>
</inboundRelationship>
{/substanceAdministration®
{/outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
<!-- G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-3 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
(text>G. k. 4. r. 8¢/ text>
{l— G.k. 4.1.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SKPR_TS">
{comp xsi:type="PIVL_15™>
<period value="10" unit="G. k. 4.r.3"/>
<I—- 6.k 4.1. 2: Number of Units in the Interval #1-3 —>
<d— G k.4.r.3: Definition of the Time Interval Unit #1-3 —>
</compd
{comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<l-~ G&.k.4.1.4: Date and Time of Start of Drug #1-3 —>
<width value="4" unit="G.k. 4.r.6b"/> .
- {!— &.k.4.r.6a: Duration of Drug Administration (wumber) #1-3 —>
<I— G.k 4.r.6b: Duration of Drug Administration (unit) #1-3 —
</comp>
{/effectiveTime>
<routeCode code="G. k. 4.1.10.2b" codeSystem="2, 16. 840. 1. 113683.3.089.2.1.1, 14"

<l— G.k 4.r.10. Za: Route of Administration TermID Version Date / Number #1-3 —>
{J— G.k.4.r.10.2b: Route of Administration TermID §1-3 —>
<originalText>G. k. 4. 1. 10, 1</originalText>
<1— G.k.4.r.10.1: Route of Admiristration (free text} #1-3 —>
{/routeCode>
{dgseQuantity value="10" unii="G. k. 4. r. 1b"/>
<l— G.k.4.r. 1a Dose (number) £1-3 —
{l-— G. k. 4.r. 1b: Dose {unit) H1-3 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST™>
{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G. k. 4. v, 7¢/lotNumberText>
<l G.k. 4.7.7: Batch / Lot Number #1-3 —
{/productInstancelnstance’
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{fornCode cede="6.k.4.r.9.2b" codeSysten="TBD-DoseForm™ codeSystemVersion="6.k. 4.

<l— G.k 4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-3
<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-3 —>
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displayName="parentRoute0fAdninistration”/>
14" codeSystemVersion="G.k. 4. r.11.2a">

#1-3 —>

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

.92 .

displayName="parentRouteOfAdministration”™/>

147 codeSystemVersion="G.k 4. 1. 11. 2a*>

#1-4 ——>

CoriginalText>G. k. 4. r. 9. 1<{/originalText>
¢<!— G.k.4.1.9. 1: Pharmaceutical Dose Form (free text) #1-3 —>
</fornCode> '
</kindOfProduct>
{/instance0IKind>
{/consumable>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS™ moodCode="EVN™>
{code code="28" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 13" codeSystemVersion="1.1"

<value xsi:type="CE" code="G.k.4.r.11.2b" codeSystem="2. 16. 840, 1. 112883, 3. 989. 2. 1. 1.
{!— G.k. 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

<!— 6.k 4.r.11.2b: Parent Route of Administratiocn TermID #1-3 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<l— 6.k.4.r.11.1: Parent Route of Administration (free text) #1-3 —>
</value>
{/observation>
{/inboundRelationship>

_ </substanceAdninistration>
</outbsundRelationship2>
{outboundRelationship2 typeCode="COMP™>
{!— G.k.4.r! Dosage and Relevant Information (repeat as necessary) #1-4 —>
<substanceAdninistration classCode="SBADM™ moodCode="EVN">

{text>G. k. 4. r. 8</text>
¢l— G.k.4.1. 8 Dosage Text #1-4 —>
CeffectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_IS™>
<period value="10" unit="G.k.4.1.3"/>
¢1— G. k. 4.r.2: Number of Units in the Interval #1-4 —>
{J— G.k.4.r.3: Definition of the Time Interval Unit #1-4 —>
</comp>
{comp xsi:type="IVL_TS™ operator="A">
{width value="4" unit="G.k.4.r.6%"/>
{1— G.k.4.r.6a: Duration of Drug Administration (number) #1-4 —>
¢l— G.k.4.r.6b: Duration of Drug Administration (unit) #l-4 —>
<high value="200901017/>
{l— G.k.4.1.5: Date and Time of Last Administration #1-4 —>
</comp>
</effectiveTime?

<routeCode code="G. k. 4. 1. 10. 25" codeSystem="2.16.84¢0. 1. 113883. 3. 989. 2. 1, 1, 14"

¢!— &%k 4.r.10.2a: Route of Administration TermID Version Date / Number #1-4 —>
{l— 6.k 4.£.10. 2b: Route of Administration TermID #1-4 ——>
<originalText>G. k. 4. r. 10. 1{/original Text>
<!— G, k.4.r.10. 1 Route of Administration (free text) #1-4 —
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r.1b"/>
{I— G k. 4.r la Dose (mmber) #1-4 —>
<1~ G.k.4.r. 1b: Dose (unit} #1-4 —>
<consumable typeCode="CSN">
{instance®fKind classCode="INST™>
¢productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
{l~~ G.k.4.1.7: Batch / Lot Number #1-4 —
{/productInstancelnstance> .
<kindCGfProduct classCode="MMAT™ determinerCode="KIND">
{fornCode code="G.k. 4.1.9.2b" 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.r. 9. 1{/originalText>
¢}— G.k.4. 1. 9. 1: Pharmaceutical Dose Form {free text) #I-4 ——>
</formCode>
</kind0fProduct>
¢/instance0fKind>
{/consumable>
<inboundRelationship typeCcde="REFR™>
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1, 19" codeSystemVersion="1.1"

<value xsi:type="CE" code="G.k. 4.xr. 11.2b" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. L.
€<!—— G.k.4.1. 11 Za: Parent Route of Administration TermID Version Date / Number

¢!— G.k.4.1.11. 2b: Parent Route of Administration TermID #1-4 —>
<originalText>G. k. 4. r. El. 1</originalText>
<{!— G.k.4.1.11. 13 . Parent Route of Administration (free text) #1-4 —P
</value> :
{/abservaticn)
{/inboundRelaticnship>

{/substanceAdministration>
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codeSystenVersien="G. k. 4. 1. 10, 2a™>

r.9.2a"

displayName="parentRoute0fAdministration”/>
14" codeSystenVersion="G. k. 4. 1. 11. 2a">

#-5 —>

</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
{!— G.k. 4.r! Dosage and Relevant Information {repeat as necessary) #1-5 ——>
{substanceAdministration classCode="SBADM" moodCode="EVN">
{text?G. k. 4. 1. 8{/text>
{}— G.k.4.1.8: Dosage Text £#1-5 —>
(effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="20080101"/>
<!— G.k 4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="200901017/>
3 G k. 4.1.5: Date and Time of Last Adwinistration #$1-5 —>
</comp>
{comp xsi:type="IVL_TS" operator="A">
<width value="4" unit="G.k.4.r.6b"/>
¢l G.k 4.1 6a: Duration of Drug Administration (number) #1-5 —>
{!— G.k. 4.r. 6b: Duration of Drug Administration (unit) #1-5 —
<foomp>
{/effectiveTime>
<routeCode code="G.k.4.r.10. 2b” codeSystem="2. 16.840. 1. 113883.3.689.2.1, [, 14"

<l— G.k.4.r. 10, 2a: Route of Adwinistration TermID Version Date / Number #1-5 ——>
<l-- G. k. 4.1. 10, 2b: Route of Administration TermID #1-5 —>
<originalText>G. k. 4, 1, 10, 1<{/originalText> )
<!— G.k.4.r.10. 1: Routte of Administration (free text) #1-5 —>
{/routeCode>
<doseQuantity value="10" wnit="G.k.4.r. 1b"/>
{l— G.k.4.1.1a Dose (number) #1-5 —>
<l— G.k,4.1.1b: Dose (unit) #1-5 —>
{consumable typeCode="CSM™>
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinexCode="INSTANCE">
<lotNumberText>G. k. 4. r, 7¢/lotNunberText>
<l— G.k.4.1.7: Batch / Lot Number #1-5 —
</productInstancelnstance>
¢kind0fProduct classCode="MMAT" determinerCode="KIND">

<formGode code="G.k.4.r. 9. 2b" codeSysten="TBD-DoseForm” codeSystenVersion="G.k. 4.
{l~~ 6.k 4.r.9 2a% Pharmaceutical Dose Form TermID Version Date / Number #1-5
<!-- G. k. 4.1.9.2b; Pharmaceutical Dose Form TermID #1-5 —>

<originalText>G. k. 4. r. 9. 1¢/ariginalText>
{!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-5 —
</foruCode>
</kind0fProducts
{/instanceOfKind>
{/constmabieX
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN™>
<code code="28" codeSystem="2. 18, 840. 1. 113883. 3,989, 2. L. 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,
{!— G.k.4.1r.11. 2a: Parent Route of Administration TermID Version Date / Number

<!~ G.k.4.r.11. 2b: Parent Route of Administration TermID #1-§ —>
<eriginalText>G. k. 4. r. 11, 1{/originalText>
{!— G.k.4.1.11.1: Parent Route of Administration {free text) #1-5 —>
{/value>
¢/observation>
</inboundRelaticnship>
</substancepdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
{!— 6.k 4.r: Dosage and Relevant Informatich (repeat as mecessary) £1-6 —>
{substanceAdninistration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. 1. 8</text>
¢|— G.k.4.1.8° Dosage Text #1-6 >
<effectivelime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
{l— G.k.4.1.2: Numher of Units in the Interval #1-6 —>
<|-- G k.4.r.3: Definition of the Time Interval Unit #1-6 —>
</cemp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20080101"/>
¢l— G.k.4.1.4: Date and Time of Start of Drug #1-6 —>
<width value="4" unit="G.k.4.r1.6b"/>
¢I— G.k.4.r.6a: Duration of Drug Administration (number) #1-6 —>
¢l G, k.4.r.6b: Duration of Drug Administration (unit) #I-6 —>
{/conp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
{l— G.k.4.r.5: Date and Time of Last Administration #1-6 —>
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codeSystenVersion="G. k. 4.r.10.2a">

r.9.2a™

—

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

#1-6 —>

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

r.9.2a">

<feomp>
{/effectiveTime> .
{routeCode code="G. k. 4.1.10.2b" codeSystem="2. 16. 840. 1. 113883, 3,980, 2. 1. 1. 14"

<!— 6.k 4.1.10. 2a: Route of Administration TermID Version Date / Number #1-6 —>
<I— G.k.4.r.10.2b: Route of Administration TermID #1-6 —>
{originalText>G. k. 4 r. 19, 1</originalText>
<|— G, k.4.1.10. 17 Route of Administration (free text) #1-6 —>
{/routeCode>
<deseQuantity value="10" unit="G.k 4.r. 16"/> ,
{!— Gk 4.r la Dose {number) #1-1 —>
{!— 6.k 4.r. 1b: Dose (unit) #1-1 —>
{consumable typeCode="CSH™>
<instanceQfKind elassCode="INST™>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7¢/lotNumberText>
<I— G.k.4.r.7: Bateh / Lot Number #1-1 —
{/productInstanceInstance?
<kindOfProduct classCode="MMAT™ determinerCode="KIND"> .
{fornCode code="G.k.4.7.9.2b" codeSystem="TBD-DoseForm” codeSystemVersien="G.k. 4.

{!— G.k 4.1.9.2a! Pharmaceutical Dose Form TermID Version Date / Number #1-6
{l— 6.k 4.r.9. 2b: Pharmaceutical Dose Form TernID #1-6 —->
{originalText>G. k. 4. 1, 9. 1</originalText>
¢{!— G.k 4.1.9.1: Pharmaceutical Dose Form (free text) #1-6 —>
{/fornCode>
</kindOfProduct>
</instance0fKind>

{/consumable
{inboundRelaticnship typeCode="REFR™>
{chservation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2. 16. B40. L. 113883, 3,989, 2. 1.1.19” cadeSystenVersion="1,1"

<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840. 1. 113883.3.980.2. 1,1,
¢!— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

<!— Gk 4.r.11. 2b: Parent Route of Administration TermID H1-6 —>
<originalText>G. k. 4. r. 11, 1</originalText>
€l G. k. 4.1.11. 1: Parent Route of Administration (free text) #1-6 —>
</value>
{/observation>
{/inboundRelationship>
{/substanceAdministration>
¢/outboundRelationship2>
CoutboundRelationship2 typeCode="COMP™>
<{!— Gk 4.r: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAduinistration classCode="SEADM” moodCode="EVN")> :
<{text>G. k. 4. r. 8{/text>
<!— G.k.4.1.8: Dosage Text #1-7 —
<effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="20090101"/>
<{l— G.k 4.r.4: Date and Time of Start of Drug §1-7 —
{width value="4" unit="G.k. 4.r.6h"/>
<l— 6.k 4.1r. 6a* Duration of Drug Administration {mumber) #1-7 —>
<I— G.k.4.r.6b: Duration of Drug Administration {unit) #1-7 —>
</ comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20080101"/>
{l— G.k 4.r.5: Date and Time of Last Administration #1-7 —>
</comp> :
{/effectiveTime>
<routeCode code="G. k. 4.1, 10, 2b” codeSystem="2. 16, 840. 1. 113883, 3. 989, 2, 1. 1. 14*

¢1— G.k 4.r.10.2a: Route of Administration TermID Version Date / Number #1-7 —>
¢}— G. k. 4.r.10,2b: Route of Administration TermID #1-7 —>
<originalText>G. k. 4. r. 10. 1</originalText>
4= 6.k 4.1r.10.1: Route of Administration (free text) #1-7 —>
{/routeCode> )
{doseQuantity value="10" unit="G.k.4.r. 1v"/>
¢!— G,k 4. 1. 12 Dose (number) #1-7 —>
{l— G.k.4.1.1b: Doge (unit) #1-7 —>
<consumable typeCode="CSM™>
<instance0fKind classCode="INST">
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™
{lotNumberText>G. k. 4. r. T</lotNumberText>
4+~ G.k.4.1.7: Batch / Lot Number #¥1-7 —>
</preductInstanceInstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND™>
<formCode cede="G.k.4.r. 9. 2b" codeSystem="TBD-DoseForm™ codeSystemVersion="G.k. 4.

{l-- G.k. 4.1.9. 2a: Pharmaceutical Dose Form TernlID Version Date / Number #1-7
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display¥ame="parentRouteOfAdnin stration”/>
14" codeSystemVersion="G.k.4.r.11.2a™>

-1 —

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurranceOfReaction”/>

codeSystenVersion="2.0"/>

displayName="recurranceOfReaction™/>

codeSystenYersion="2, 07/

displayName="codedDrugInformation”/>

codeSystenVersion="2, 07/

displayName="codedDrugInfermation™/>

<|— G.k.4.r.9. 2b: Phermaceutical Dose Form TermID #1-7 —>
<originalText>G. k. 4. 1. 9. 1</original Text>
<}— G k.4.r.9.1: Pharmaceutical Dose Farm (free text) #1-7 —->
</formCode>
</kind0fProduct>
</instance0fKind>

</constimable>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN">

<code code="2B" codeSystem="2. L6. 840. 1. 113883, 3. 989. 2. 1. 1. 19" ecdeSystenmVersion="1. 1"
<value xsi:type="CE" code="G.k. 4. 1.1l 2b" codeSystem="2, 16, 844, 1. 113883, 3.989. 2.1, 1.

¢{!— G.k.4.1. IL 2a: Parent Route of Administration TermID Yersion Date / Number

I~ G.k 4.1.11.2b: Parent Route of Administration TermID #1-7 -
<originalText>G. k. 4. r. 11. 1</originalText>
{I— G.k 4.7.11. 1: Parent Route of Administration (free text) #1-7 —>
</value>
{/observation>
{/inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelaticnshin? typeCode="SUMH">
<observation classCode="0BS" moodCode="EVN™>
{code code="14" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystenVersion="1.1"

<value xsi:type="PQ" value="10" unit="6, k. 5b"/>
¢l~- G.k 5a: Cumulative Dose to First Reaction (number) #1 —>
<}~~ G.k.5b: Cumulative Dose te First Reaction {unit) #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
<code code="16" codeSystem="2.16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1. 1"

{value xsi:type="PQ" value="10" unit="%.k.6b"/>
{l— G.k.6a: Gestation Period at Time of Exposure {nwsber) § —>
{l— G.k.6b: Gestation Period at Time of Exposure {unit) #1 —>
{/cbservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS" mocdCode="EVN™>
{code code="31" codeSysten="2. 16. 840. 1. 113583. 3. 585. 2. L. 1. 15" codeSystemVYersion="1, 1"

<value xsiitype="CE” code="G.k.9.i.4" codeSystem="2.16.840. 1. 113883, 3. 988.2. 1. 1. 16"

<!— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #1 —>
<outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS" moodCode="EVN™>
<id root="154ebB89-958b-45F2-a02f-42d4d6F463TE />
{/actReference
{/outboundRelationshipl> N
{/chservation®
¢foutboundRelationship2>
<outboundRelationship? typeCode="PERT™>
<ohservation classCode="0BS” moodCode="B¥YN">
{cede code="31" codeSystem="2. 16. 840. 1, 113883. 3. 989. 2. L. 1. 19" codeSystemVersion="1.1"

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

<!— G.%.9.1.4: Did Reaction Recur on Re-administration? Drug #1, Reaction 2z —>
<outboundRelationshipl typeCode="REFR™>
CactReference classCode="0BS" moodCode="EVN">
<id root="2baa28d6-c9e8-debic-93¢9-5b860b314220" />
</actReference>
{/outboundRelationshipl>
{/observation>
</vutboundRelationship2>
<outboundRelationship® typeCode="REFR">
{observation classCode="0BS™ moadfode="EVN™>
{code code="9" codeSysten="2. 16, 840, 1. 113883, 3. 980, 2. 1. 1. 19" codeSystemVersion="1. 1"

<value xsiitype="CE" code="G.k 10.r" codeSystem="2. 16. 840. 1. 113883.3.959.2,1. 1. 17"

<= 6.k’ 10.r: Additional Informaticn oh Drug (coded) (repeat as necessary} §1-1 —->
{/cbservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN">
{code code="9" codeSystem="2, 16. 840. 1. 113883. 3,989, 2. 1. 1. 19" codeSystemVersion="1.1"

{value xsi:type="CE” code="G.k. 10.r" codeSystem="2. 16.840, I. 113883, 3.580.2.1. 1. 17"
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codeSystenVersion="2,07/>
<l— G. k. 10.1: Additional Information on Drug (coded) {repeat as necessary) £1-2 ——>
</observation>
<fouthoundRelationship2>
<outboundRelaticnshipZ typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN*>
{code code="2" codeSysten="2. 16, 840, 1. 113883, 3.989. 2. 1. 1. 16" codeSystemVersion="1.1"
displayName="additional Information”/>
<value xsi:type="5T7>G. k. 11</value>
<l— 6.k 11: Additional Infarmation en Brug {(free text) #1 ~>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="RSCN™>
{observation classCode="0BS" moodCode="EVN™>
<code code="19" codeSystem="2. 16. 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1"

displayName="indication™/> .
<value xsiitype="CE" code="G.k.7.r.2b" codeSystem="2. 16. 840. I, 113883, 6. 163" codeSystemVersion=
"G. k. T.1.22"™> ' '
{}— G.k. 7.r.2a: MedDRA Version for Indication #1-1 —>
{— G.k.7.1.2b: Indication (MedDRA code) #1-1 —>
<originalText>G. k. 7. r. E</originalText>
<{}— G.k:7.r.1: Indication as Reported by the Primary Source #1-1 —>
{/value>
{performer typeCode="PRF™>
{assignedEntity classCode="ASSIGNED™>
<code code="3" codeSystem="2.16. 840. 1, 113883, 3,989, 2. 1. 1. 21" codeSystemVersion="1.0"
displayName="sourceReporter”/>
’ ¢/assignedEntity>
</performer>
{/observationd '
</inboundRelationship>
<inboundRelationship typeCode="RSON">
{observation classCode="0BS™ moodCode="EVN">
<code code="19" codeSystem="2. 16. 840, L. 113883, 3.889. 2. 1. 1. 19" codeSystemVersion="1.1"
displayNeme="indication”/>
{value xsi:type="CE” code="G.k.7.r.2b" codeSystem="2. 16.840. 1. 113883. 6, 163" codeSystenVersion=
Gk 1.r.2a™
¢{!— G.k.7.1r.2a: MedDRA Version for Indication ¥1-2 —>
<l 6.k 7.1.2b% Indication (MedDRA code) #1-2 —
{originalText>G. k. 7. r. E{/eriginalText>
{}— G.k.7.1.1: Indication as Reported by the Primary Source #1~2 —>
</value>
<performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED™>
<code code="3" codeSystem="2.16. 840, 1. 113883, 3, 989, 2, 1, 1. 21” codeSystemVersion="1.0"
displayName="sourceReporter”/> Y
{/assignedEntity>
</performer>
{/observation>
</inboundRelationship>
<inbgundRelationship typeCode="CAUS™>
<act classCode="ACT". moodCode="EVN">
<code code="G.k. 8" codeSysten="2.16. 840. 1. 113883. 3. 689, 2. 1. 1, 15" codeSystemVersion="2. 0"/>
¢l— G.k.B: Acticn(s) Taken with Drug #1 —
{/act>
</inbsundRelationship>
{/substanceddministration’
</component’
<l— G.k Drug(s) Information {repeat as necessary) #2 —>
<compenent typeCode="COMP™>
{substanceAdministration classCode="SBADM” moodCode="EVN™>
<id root="68d6f5ce~3h3h~45eT-92dd-69:06730:3a97 /2
<consumable typeCode="CSM™>
<instanceOfKind c¢lassCode="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 H2 —>
<1— G.k.2, 1. 2b: Pharmaceutical Product Identifier {FhPID) #2 —>
<name>G. k. 2. 2{/nane>
<l-- G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
CasManufacturedProduct classCode="MANU">
<subjectOf typeCode="SB]™>
<approval classCode="CNTRCT” moodCode="EVN™>
{id extension="6.k.3.1" root="2. 16. 840. 1. 113883. 3. 989. 2. 1.3, 4"/>
¢|— G.k 3.1: Authorisation / Application Number #2 —>
¢holder typeCode="HLD™>
{role classCode="HLD™>
<playinglOrganization classCode="0RG" determinerCode="TNSTANCE™>
<name>G, k. 3. 3</name>
<|—- G.k 3,3! Name of Holder / Applicant #2 —>
</playingOrganization>
{frale>
</holder>
<awthor typeCode="AUT™>
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codeSystenVersion="1.17/>

{territorialAuthority classCode="TERR™>
<territory classCode="NAT” determinerCode="INSTANCE™>
<code code="G.k. 3.2" codeSystem="1, 0, 3166. . 2.2°/>
{!— G.k 3.2: Country of Authorisation / Application #2 —>
{/territory>
{/territorialAuthority>
{/author>
<pertinentInformation typeCode="PERT™>
<policy classCode="POLICY" moodCode="EVN™>
<code code="J2.5.k" codeSysten="2. 16. 840. 1. 113883. 3,989, 5,1,3.2. 1. 4"

d— egarz. 5 k: —MAERSEOY AIESS 42 —
{/policy>
{/pertinentInformation>
</approval>
</subjectOf>
{subject0f typeCode="SBJ">
{characteristic classCode="0BS™ moodCode="EVN™> .
{code code="1" codeSystem="2. 16. 840. 1. 113883, 3,989,5.1.3.2. 1. 10"

codeSystenVersion="1. 0" displayName="3FEXLEORIRE S/,

2.1.37 codeSystemVersion="1,1"/>

2a"/>

f2-1 -—>

2a"/>

displayName="retailSupply”/>

Dbtained #2 —>

0" displayName="—RXAEREL O ATER">

codeSystemVersion="1.1"/>

Cvalue xsiitype="CE” code="J2.4.k" codeSystem="2. 16. 840, 1, 113883, 3, 989. 5. 1, 3.

— ggaJe. 4. % FEESZEORRES 2 —
{/characteristic>
</subjectOf>
{/asManufacturedProduct>
{ingredient classCode="ACTI™>
{quantity?
<numerator value="10" unit="G.k.2.3.r.3b"/>
Je Gk 2.3.1. 3! Strength {number) #2-1 —>
<l— 6.k 2.3.r.3b: Strength (unit) #2-1 —>
<denominator value="1"/>

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

<!— 6.k 2.3.r.2a: Substance / Specified Substance TermID Version Date / Number

¢!— G. k. 2.3.r.2b Substance / Specified Substance TermID #2-1 —>
<name>G. k 2. 3. r. 1</nane>
{!— G.k2.3.r.1: Substance / Specified Substance Name H2-1 —>
</ingredientSubstance>
{/ingredient>
{ingredient classCode="ACTI">
{guantity>
<numerater value="10" unit="G.k.2.3,r,3b"/>
¢l— G.k.2.3.1. 32} Strength (number} #2-2 —>
<|~- G.k.2.3.1. 3b: Strength (unit} #2-2 —>
<denominator value="1"/>
<fquantity>
{ingredientSubstance classCode="MMAT™ determinerCode="KIND™>
{code code="G. k. 2. 3.1, 2b" codeSysten="TBD-Substance” codeSystemVersion="6.k. 2.3.r.

{!— 6.k 2.3.r.2a: Substance / Specified Substance TermID Version Date/Number H2-

{!— 6.k 2.3.r.2b Substance / Specified Substance TermlID #2-2 —>
<name>G. k. 2. 3. r. 1<{/nane>
{!— G.k.2.3.r. 1! Substance / Specified Substance Name #2-2 —>
<fingredientSubstance
</ingredient> B
</kindOfProduct>
{subject0f typeCode="SBJ">
{productEvent classCode="ACT" moodCode="EVN">
{code code="1" codeSystem="2.16.840, 1. 113883.3.989. 2. 1, 1. 18" codeSystemVersion="1. 4"

<performer typeCode="PRF">
<agsighedBntity classCode="ASSIGNED™>
{represented0rganization 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>
{/subjectQf>
{subjectOf typeCede="SBJ™>
{ebservationfvent classCode="0BS" moodCode="EVN">
<code code="2" codeSystem="2, 16, 840. 1, 113883.3.989. 5. 1. 2. 2. 1. 10" codeSystenVersion="1.

<value xsi:type="CE" code="]2.8.k" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3. 2. 1. 5"

‘..33._



Event (number} Drug #2, Reaction #1—

Event (unit) Drug #2, Reaction #1 >

Drug #2, Reaction #1 —>

Drug #2, Reaction Rl -~>

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

Event (mit} Drug #2, Reaction #2 ——>

Drug #2, Reaction #2 —

Prug #2, Reaction #2 —>

Event (humber) Drug #2, Reaction #3 —>

Event (unit) Drug #2, Reaction #3 —>

Drug #2, Reaction H3 —>

Drug #2, Reaction #3 ——>

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

Event (unit) Drug #2, Reaction #¢ —>

Drug #2, Reaction #1 ——>

Drug #2, Reaction #4 —>

<— e88j2.6.k: —BAERLOAFER #2 —
<fobservationEvent>
</subject0f>

</instance0fKind>
</consumable>
<outboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k.9,1.3.1b"/">

¢!~ Gk 9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

1

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

{actReference classCode="0BS” moodCode="EVN™>
. <id root="154ehB39-958b-45f2-a02f-42d4d6FA6RTE™/>
</actReference>
</outboundRelationshipl> '
{outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.i.3.2v°/>
<4~ 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number}

¢!— 3.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

CactReference classCode="0B5" moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657F" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
<patseQuantity value="10" unii="G.k 9.1.3.1v"/>
{l— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

{— G.k9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

{actReference classCade="0BS" moodCode="EVN™>
<id root="2baa28d6-cIeB-4e6c-53e9-5bB60b3142207 />
</actReference’
¢foutboundRelationshipl>
{outboundRelationshipl typeCode="SAE™>
¢pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<l— G.k 2.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

{actReference classCode="0BS" moodCode="EVN">
<id root="2baa28d6-c9e8-4eBc-93e9-5bB60b3142207 />
{/actReference>
{/outboundRelationshipl®
CoutboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" wnit="6.k.9.1i.3.1b"/">
<l— G.k.9.i.3. 1at 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 Reacticn /

<actReference classCode="0BS" moodCode="EVN">
<id reot="3a8626cb—9f1b-4ea8-Ba0f-e0ff34430adf"/>
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="6.k. 9.1.3.2b7/>
{!-- 6.k.9.1.3.2a: Time Interval between Last Dese of Drug and Start of Reaction / Event (number)

{!— G.k9.1.3.2bt Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS” mcodCode="EVN™>
<id root="3a8626cb-9f1b~4eaB-8a0f-e0ff34430adf™/>
</actReference?
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k 9.i.3.1b"/>
<!— G.k.9.1.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /

{l— G. k. 9.i.3. tb: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="EVN">
<id root="2e99840f-08b4-45%c-80ff-ddB415f4£8a5"/>
{/actReference>
</outboundRelationshipl)
{outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/> )
{!— &k 9.1i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<l 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
{actReference classCode="CBS” moodCode="EVN™>

<id reot="2e89840f-08h4-459c-80f f-ddB4E5F4fBab" />
{/actReference?
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Event (number) Drug #2, Reaction #5 —>

Event (unit) Drug #2, Reaction #5 —>

Drug #2,' Reaction #5 —>

Drug #2, Reaction #5 —>

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

Event (unit) Drug #2, Reaction H6 —>

Drug #2, Reaction #5 —>

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 #3 —>

Event (unit) Drug #2, Reaction #8 —>

brug #2, Reaction #8 -—>

Drug #2, Reaction #8 —>

{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k, 9.1,3.1b"/>
{I~- G.k 9.1i.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

<actReference classCode="0BS" moodCode="EVN™>
<id root="1071064c-cf10-4a3h-83c1-3479ddhTeabd”/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10” unit="G.k.9.1.3.26°/>
{l— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<!— G.k 5.1i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event {unit)

{actReference classCode="0BS" moodCode="EVN">
<id root="1071064c—cf10-4a3h-83c1-3479ddbTeabd” />
</actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" uwnit="G.k.9.i.3.1b"/>
<{!— G.k.8.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

<l— 6.k 5.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS™ moodCode="EVN™>
{id root="1f927283-10b6-4334-9d43-e525640Fb18E" /> !
{/actReference> ' '
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" umnit="G. k. 9.1i.3.2b"/>
{|— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

{!— G.k.5.i.3.2b: Time Interval between Last Duse of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS” moodCede="EVN"»
<id reot="1£927283-10b6-4334-9d43-e525640fb1BE" />
</actReference>
</outboundRelationshipl?
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
{!— 6.k.9.1i.3. la: Time Interval between Beginning of Drug Administration and Start of Reacticn /

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

<actReference classCode="0BS™ moodCode="EVN™>
<id root="e0342969-38he-423f-bGbb-celdbc279d8e™/>
{/actReference>
{/outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" wnit="G.k. 9.1.3.2b"/"
¢|— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

{!— 6.k 8.1i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS” meodCode="EVN™>
{id root="e0342969-38be-423f-b6bb-cel4be275d8e"/>
{/actReference>
</outhoundRelationshipl>
<outbsundRelationshipl typeCode="SA5">
{pauseQuantity value="10" mnit="G.%. 9.1.3.1b"°/>
{!— G.k.9.1.3. la: Tine Interval between Beginning of Drug Administration and Start of Reactien /

d— Gk9i2 Ib: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS™ moodCode="BVYN™>
<id root="albbe092-8070-426d-af04-6863263443e0"/>
{/actReference>
</outboundRelationshipl> :
<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.i.3.20"/>
¢!— 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event {number)

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

{actReference classCode="0BS" moodCode="EVN™>
<id root="al5be092-8070-426d-af04-6863263443:0" />
{/actReference>
</outboundRelationshipl>
{outhoundRelationship2 typeCode="FERT™>
<chservation classCode="0BS" moodCode="EVN">
{code code="6" codeSystem="Z. 16, 840, 1, 113883, 3,989. 2. [. 1, 19" codeSystemVersion="1.1"
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displayName="blinded"/>
<value xsiitype="BL" value="true”/>
<!— G.k.2.5! Investigational Product Blinded #2 —>
</observation?
</outboundRelationship2>
<outboundRelationship2 typeCode="CDMP™>
<l— 6.k 4.1 : Dosage and Relevant Information (repeat as necessary) #2-1 —>
<substanceAdministration classCode="SBADH" moodCode="EVN™> '
{text>G. k. 4.1, 8</text>
{!— 6.k 4.r.8: Dosage Text #2-1 —>
<effectiveTime xsi:type="IVL_TS™>
{low value="20090101"/>
{4— Gk 4.1.4: Date and Time of Start of Drug #2-1 —>
¢high value="20080101"/>
¢d— Gk 4.r.5: Date and Time of Last Administration #2-1 —>
{/effectiveTime>
<routeCode code="G.k.4.r.10. 2b" codeSystew="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 14”
codeSystemVersion="G. k. 4.r. 10. 2a">
{— Gk 4.r.10, 2a: Route of Administration TermID Version Date / Number #2-1 —>
¢1— G.k. 4.r.10. 2b: Route of Administration TermID #2-1 —>
<originalText>G. k 4.r. 10. 1</criginalText>
{{— G.k. 4.1r.10. 1: Route of Adninistration (free text) #2-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.%. 4.r. 167/>
<l— G.k.4.r. 12 Dose (number) #2-1 —>
¢l— G.k.4.1.1b: Dose (unit) #2-1 —>
{consumable typeCode="CSM™>
{instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</1otNunberfext>
{l— G.k.4.1.7: Batch / Lot Number #2-1 —
</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<fornCode code="G.k.4.r. 0 2b" codeSystem>"TBD-DoseForm” codeSystenVersion="6G.k 4.
r.0.2a">
¢{!— 6.k 4.r.9. 2a: Pharmaceutical Dose Form TernID Version Date / Number #2-1

<!— 6.k 4.r.9.2b: Pharmaceutical Dose Form TermID #2-1 —>
<originalText>G. k. 4. r. 9. 1{/originalText>
¢{l— G.k4.r.9 1 Pharmaceutical Dose Form (Eree text) #2-1 —>
{/formCode>
</kind0fProduct>
</instance0fKind>
{/consumable>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
{cede code="28" codeSystem="2. 16. 840. 1. 113883. 3, 989, 2, 1. 1. 19" codeSystenVersion="1.1"
displayName="parentRouteOfAdministration™/>
<value xsi:type="CE" code="G.k. 4.r.11.2b" codeSystem="2. 16. 840. 1. 113883, 3.985.2. 1. L.
14" codeSystemVersion="6. k. 4.r. 11, 2a™> .
<!~ 6.k 4.r.11. 2a: Parent Route of Administration TermID Version Date / Number
#2-1 —>
{!— G.k 4.r.11.2b: Parent Route of Administration TermID #2-1 —>
{originalText>G. k. 4. r. 11, 1<{/originalText>
{!— G.k 4.r.11. 1 Parent Route of Administration (free text) #2-1 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministrationd
{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
¢{l— G.k. 4.1 Dosage and Relevant Information {repeat as necessary) #2-2 —
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
<|— G.k.4.1.8: Dosage Text #2-2 —
<effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<{!— G.k.4.1.4: Date and Time of Start of Drug §2-2 —>
<width value="4" unit="G.k 4.x.6b"/> .
<!— G.k.4.r.6a: Duration of Drug Administration {number) #2-2 —> .
¢{}— G.k 4.1.6b: Duration of Drug Administration (unit) #2-2 —>
{/effectiveTime>
{routeCode code="G.k. 4.1, 10. 2b” codeSysten="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1, 14"
codeSystemVersion="6. k. 4. r. 10, 2a"> ’ .
{— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-2 —>
{!— 6.k.4.r.18.2b: Route of Adwinistration TermID #2-2 —>
<originalText>G. k. 4. r. 10. 1</originaiText>
{}— G. k. 4.1.10.1: Route of Administration (free text) #2-2 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r. 1b*/>
<I— G.k.4.r.1a Dose (number) #2-2 —>
{l— G.k.4.1.1b: Dose (unit) #2~2 —>
{consumable typeCode="CSM™>
<instanceOfKind ¢lassCode="INST">
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r.9.2a">

—>

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

#2-2 -

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

r.9.2a">

—>

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

#2-3 —

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

{/productInstanceInstance>

<kind0fProduct classCode="AMAT" determinerCode="KIND™>
<fornCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForn” codeSystemVersion="G.k. 4.

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

¢!~ G.k.4.1.9.2b: Pharmaceutical Dose Form TernID #2-2 —>

<originalText>G. k. 4. r. 8. 1</originalText>
{!— G.k. 4.1.9.1: Pharmaceutical Dose Form {free text) #2-2 —->
</ FormCode>
</kind0fProduct>
{/instance0fKind>

{/consumable>
<inboundRelationship typeCode="REFR™>
{observation classCede="0BS" moodCode="EVN™>
{code cade="28" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1"

<value xsi:type="CE" code="G.k. 4.1, 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

<I-- G.k.4.1.11. 2b: Parent Route of Administration TermID #2-2 —>
<originalTextG. k. 4. 1. 11. 1¢/original Text>
<I— G.k.4.1.11. 1: Parent Route of Administration .(free text) #2-2 —>
{/value>
{/cbservation>
<finboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typaCode="COMP™>
<!— G.k.4.r! Dosage and Relevant Information {repeat as necessary} #2-3 —>
<substanceAdninistration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4. T, B{/text>
<!— G. k. 4.r.8: Dosage Text #2-3 -=
<effectiveTime xsi:type="IVL_TS™
{vidth value="4" 1nit="G.k. 4.x.6b"/>
{l— G.k.4.r.6a: Duration of Drug Administration (number) #2-3 —>
¢|— G.k 4.r1.6b: Duration of Drug Administration {unit)} #2-3 —
<high value="20090101"/>
{l— G.k.4.1.5: Date and Time of Last Adninistration #2-3 —>
{/effectiveTime>
<routsCode code="G. k. 4.T.10.2b" codeSystem="2. 16. 840, 1, 113883. 2. 989. 2. L. 1. 14”

<|— 6.k.4.r.10. 22! Route of Administration TermID Versicn Date / Number #2-3 —>
{l— G.k.4.1.10,.2b: Route of Administration TermID #2-3 —>
{originalText>G. k. 4. r. 10. 1{/originalText>
<l G.k.4.1.10.1: Route of Administration (free text) #2-3 —
</routeCode>
{dogeQuantity value="10" unit="G. k 4.r.1b"/>
<|— G.k.4.r. 1a Dose {number) #2-3 —>
<|— G.k 4. 71.1b: Dose {unit} #2-3 -3
{consumable typeCode="CSH">
{instanceOfKind classCode="INST™>
{productInstancelnstance classCede="MMAT" determinerCode="INSTANCE™>
<lotNumberText?G. k. 4. r. 7{/lotNumberText>
€l-- G.k.4.1.7: Batch / Lot Nuwber #2-3 —>
,</productInstanceInstance>
<kind0fProduct classCode="MMAT” determinerCotde="KIND™>
{formCade code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

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

{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TernmID #2-3 —>
{originalText>G. k. 4. r. 8. 1<{/originalText>
d— 6.k 4.r.9.1: Pharmaceutical Dose Form {(free text) #2-3 —>
</fornCode>
</kind0fProduct>
{/instance0fKind>
" ¢/consumable)
¢inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883. 3.980. 2. 1. 1. 19" codeSystemVersicn="1,1"

<value xsi:type="CE” code="G.k.4.1, 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 / Mumber
&!—- G.k.4.r.11. 2b: Parent Route of Administration TermID #2-3 —>
{originalText>G. k. 4. r. 11. 1< originalText>

4— G k. 4.r.11. 1* Parent Route of Administration (free text) #2-3 -->
</valuer
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codeSystemVersion="G. k. 4. 1. 10, 2a™>

r.9.2a">

'l

displayName="parentRoute0fAdninistration™/>
14" codeSystenVersion="G.k.4.r.11.2a">

fiz4 —

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

{/observatien?
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<1-- G.k.4.r: Dosage and Relevant Informaiion (repeat as necessary) §2-4 =->
<substanceAdministration classCode="SBADM™ mocdCode="EVN">
{text?G. k. 4. r. 8¢/ text?
<!— G.k. 4.1.8: Dosage Text #2-4 —>
<effectivelime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS™>
<peried value="10" unit="G.k. 4.r.37/>
<I-— G.k.4.1.2: Number of Units in the Interval #2-4 —>
¢|-- G,k.4.1.3: Definition of the Time Interval Unit #2-4 —>
</comp>
{comp xsi!type="IVL_ES™ operator="A">
<low value="20090101"/>
{I-- G.k.4.1.4: Date and Time of Start of Drug #2-4 —>
{/comp>
{/effectiveTime>
<routeCode code="G.k 4.r.10.2b" codeSystem="2. 15. 840. 1, 113883, 3. 989, 2. 1. 1. 14"

<{1— G.k.4.r. 10, 2a: Route of Administration TerwID Version Date / Number #2-4 —->
¢l— G.k. 4. 1r.10.2b: Route of Administration TermID #2-4 —>
<originalText>G. k. 4. 1. 10. 1<{/originalText>
<{3— G.k.4.1.20. 1: Route of Administration (free text) H§2-4 ~->
</routeCode>
{doseQuantity value="10" unit="G.k. 4. r.1b"/>
¢l— G.k.4.r.1a Dose {number) £2-4 —>
¢l— Gk 4.r.1b: Dose {(unit) #2-4 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST"> .
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNunberText>
- G. k.4.1.7: Batch / Lot Number #2-4 —>
</productInstanceInstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND™>
{fornCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForn” codeSystemVersion="G.k. 4.

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

¢<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-4 —>
<originalText>G.k. 4. 1. 9. 1</originalText>
¢{!— 6.k 4.1.9.1! Pharmaceutical Dose Form (free text) #2-4 —>
</fornCode>
</kind0fProduct>
{/instanceOfKind>
{/consumable>
{inboundRelationship typeCode="REFR™>
{abservaticn classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2. 16, 840. 1. 113883, 3. 988, 2, L. 1. 16" codeSystemVersion="1.1""

<value xsiitype="CE" code="G.k.4.r.1l.2b" codeSysten="2. 16. §40. 1. 113885, 3, 989, 2. 1. 1.
<I-- G.k.4.r. 11 2a: Parent Route of Administration TermID Version Date / Mumber

¢l— G.k 4.1, 11. 2b% Parent Route of Administration TermID #2-4 —
<eriginalText>G. k. 4.1, 11. I</originalText>
{l— G.k.4.1. 1L 1: Parent Route of Administration (free text) #2-4 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
<!~ G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration classCode="SBADK" moodCode="EVN™>
{text>G. k. 4. r. B¢/ text> .
{l— G.%.4.r.8° Dosage Text #2-5 -
{effectiveTime xsi:type="SXPR_TS">
{comp xsi!type="PIVL_IS">
{period value="I#" unit="G.k.4.r.3°/>
{l— G.k 412 Nuber of Units in the Interval #2-§ ~>
{I— G.k 4.1 3: Definition of the Time Interval Unit #2-5 —
</comp>
<comp xsi:type="IVL_TS" operator="A">
<high value="200901017/>
¢}— G.k.-4.r.5: Date and Time of Last Administration #2-5 —>
</comp>
</effectiveTime>
CrouteCode code="G.k.4.1.10. 2b" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. I, 14"

<l— G.k.4.r.10. 2a: Route of Administration TernID Version Date / Number #2-5 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #2-5 —> :
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r.5, 227>

—>

displayNeme="parentRouteQfAdministration”/>
14" codeSystenVersion="G. k. 4.7, 11, 2a">

#2-5 —

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

r.9.2a"

—>

<originalText>G. k 4. r. 10, 1</originalText?
<!— G.k.4.1r.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r.14"/>
{l— G.k4.r.1a Dose (number) #2-5 —>
{l— G.k.4.r.1b: Dose (unit) #2-5 —>
{consumable typeCode="CSH™>
{instanceOfKind classCode="INST"> :
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!— 6.k 4.1.7: Batch / Lot Number #2-5 —>
</productInstancelnstance>
<kind0fProduct classCode="MMAT" determinexCode="KIND">
<formCode code="G.k 4.1.9.2b" codeSystem="TBD-DoseForn” codeSystemVersion="5.k. 4.

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

<{|— G.k.4.r. 9. 2b: Pharmaceutical Dose Form TermID #2-5 —>
<originalText>G. k. 4. r. 9. 1{/original Text>
{!— G.k. 4.1.9.1: Pharmaceutical Dose Form (free text) #2-5 —>
{/fornCode>
</kind0fFroduct>
</instanceGfKind>
{/cansumable>
{inboundRelationship typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN™>
<eode code="28" codeSystem="2. I6. 840, 1, 113883, 3.985. 2. L. 1, 19" codeSystenVersion="1, 1"

<value xsi:type="CE" cede="G.k 4.1.11 2b" codeSystem="2, 16, 840. 1. 113883, 3. 989.2. 1. 1.
¢!~ G.k. 4.r. 11. 2a! Parent Route of Administration TermID Version Date / Number

<!— 6.k 4.1. IL 2b: Parent Route of Administration TexmID #2-5 —>
<originalText>G. k. 4. r. 11. 1<{/originalText>
<!— 6.k 4.7. 11 1: Parent Route of Administration (free text) H2-5 —>
{fvalue>
</cbservation>
</inboundRelationship>
{/substanceAdministration>
</outhoundRelationship2>
<outboundRelationship2 typeCode="COMP™>
* {!— G.k 4.r: Dosage and Relevant Informatien (repeat as necessary) #2-6 —>
{substanceAdninistration classCode="SBADM™ moodCode="EVN">
{text?G. k. 4. r. B/ text> .
d— Gk 4.1.8 Dosage Text #2-6 —>
<effectiveTime xsi!type="SXPR_TIS™>
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k. 4.x.3"/>
<I— G.k.4.1.2: Nucher of Units in the Interval #2-6 —
<l-~ G. k. 4.1.3: Definition of the Time Interval Unit #2-6 —>
<foomps
<comp xsiitype="IVL_TS™ operator="A">
¢width value="4" unit="G.k 4.1, 6b"/>
{|— G.k.4.r.6a: Duration of Drug Administration {number) H2-6 —>
<!— G. k. 4.r.6b: Duration of Drug Administration (unit) #2-6 —>
{/eomp> '
{/effectiveTime>
<routeCode code=".k 4.r. 10, 2b" codeSystem="2. 1§, 840, 1. }13883. 3. 989, 2. 1. L. 14"

<1— G. k. 4.r.10. 2a: Route of Administration TermID Version Date / Number #2-6 —>
<)— G. k. 4.r.10. 2b: Route of Administration TermID #2-6 —>
<originalText>G. k. 4. r. 10. 1</originalText>
4— Gk 4.1.10.1: Route of Administration (free text) H2-6 —>
{/routeCode>
C(doseQuantity value="10" unit="G.k.4.r.1b"/>
<{l= G.k.4.1.1a Dose (number} #2-6 —>
<l— G.k.4.1. 1b: Dose {unit) #2-6 —>
{consumable typeCode="CSH™>
<{instance0fXind classCode="INST">
{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<l G.k.4.1.7: Batch / Lot Nusber #2-6 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND™>
<formCede code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm™ codeSystemVersion="G. k. 4.

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

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

<originalText>G. k. 4. 1. 9, 1{/originalText>
¢I— G.k.4.1.9. 17 Pharmaceutical Dose Form (free text) #2-6 —»
</formCode>
</kindOfProduct>
{finstanceQfKind>
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displayName="parentRoute(fAdministration”/>
147 codeSystemYersion="G.k.4.1.11.2a™>

#2-6 —>

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

r.9.2a">

displayName="parentRouteDfAdministration”/>
14" codeSystemVersion="G. k. 4.1.11. 2a™>

#2-7 —>

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

{/consumable>
<inboundRelationship typeCode="REFR™> .
{observation classCode="0BS" moodCode="EVN"> '
{code code="28" codeSystem="2.16. 840. 1. 113883.3.985. 2.1, 1. 19" codeSystenVersion="1 1"

<value xsiitype="CE” code="G.k.4.r.1l.2b" codeSystem="2, 16. §40. 1, 113883. 3. 969.2. 1. 1.
{!— G.k.4.1. 1L 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k 4.1.11.2b: Parent Route of Administration TermID #2-6 —>
<originalText>G. k. 4. 1. 11. 1{/originalText>
<!-- G.k.4.r, 11. 1; Parent Route of Administration {free text) #2-6 —>
</value> :
</chservation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
‘<!— G.k. 4.xr: Dasage and Relevant Information (repeat as necessary) #2-7 —>
{substanceAdministration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4. r. 8¢/ text>
{I— G.k 4.r. 8 Dosage Text #2-7 —
<effectiveTime xsi:type="PIVL_TS™>
{period value="10" unit="G. k. 4.1.3"/>
4— G.k.4.r. 2! Number of Units in the Interval #2-7 —>
¢J— G.k.4.1.3: Definition of the Time Interval Unit #2-7 —>
</effectiveTime>
<routeCode code="G.k, 4. 1. 10, 2b” codeSystem="2. 16. 840. I. 113883. 3. 989.2. 1. 1. 147

1 G.k 4.r.10. 2a: Route of Administration TetrmID Version Date / Number #2-7 ——>
{}— G.k. 4.1.10.2b! Route of Adninistration TermID #2-7 —>
CoriginalText>G. k. 4. . 10. 1</originalText>
{— G.k.4.r.10. 1: Route of Adninistration (free text) #2-7 ~
{/routeCode>
{doseQuantity value="10" unit="G. k. 4.r. 1b"/>
{I~- G k 4.r. la Dose (number} #£2-7 —>
{I— G.k.4.r.1b: Dose (unit) #2-7 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST™>
<productInstancelnstance classCode="MMAT™ determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
{— G.k.4.1.7: Batch / Lot Number #2-7 —
</productInstancelnstance
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G.k.d.
{I— 6.k 4.1.9.2a; Pharmaceutical Dose Form TermID Versien Date / Number #2-7
{I— G.k.4.r.9.2b: Pharmaceutical Dose Porm TermlID #2-7 —>
<originalText>G, k. 4. 1. 9. 1</originalText>
¢I— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-7 -—>

</formCode>

" </kind0fProduct>
¢/instance0fKind>
{/constmable

{inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN™>
<cods code="28" codeSystem="2. 16.840. 1. 113883, 3,98%. 2. 1. 1. 197 codeSystemVersion="1.1"

<value xsi:type="CE" code="G.k.4.r.1l1.2b" codeSystem="2. 16. 840. 1. 113883. 3,989. 2, 1. 1.
{l— G.k4.r.11.2a: Parent Route of Administration TermID Version Date / Number

<=~ G.% 4.1.11. 2b: Parent Route of Administration TermID #2-7 —>
<originalText>G, k. 4, r, 11, 1</originalText>
<l— Gl 4.1.11. 1! Parent Route of Administration {free text) #2-7 -->
. <fvalue>
{/observation>
{/inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢l~~ G.k 4.1 Dosage and Relevant Information {repeat as necessary) #2-8 —>
¢substanceAdministraticn classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. r. 8¢/text>
{!— G.k.4. 1.8 Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS">
{low value="200901017/>
¢|— G.k.4.r.4: Date and Time of Start of Drug #2-8 —>
{/effectiveTime>
<routeCode code="G.k. 4.r.10.2b" codeSystem="2. 16. 840. 1. 113683, 3. 989. 2. 1. 1, 14"

{!— G.k.4.r.10. 2a® Route of Administration TernID Version Date / Number #2-8 —>
{l— G.k.4.1. 10. 2b: Route of Administration TermID #2-8 —>
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r.9.2a">

—>

displayName="parentRouteOfAdministration™/>
14" codeSystemVersion="G. k4rll2a"

#2-8 —>

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

r. 9. 2a™>

displayName="parentRouteOfAdministration™/>

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

<originalText>G. k. 4. 1. 10. 1</originalText>
<l— G.k.4.r.10.1; Route of Administration (free text) #2-8 —>
¢/routeCoade>
{doseQuantity value="10" unit="G. k. 4.r.1b"/>
{!— G.k.4.r. 1a Dose (number) #2-8 —>
{!— G.k.4.r. b Dose (it} #2-8 —
{consumable typeCode="CSM">
{instance0fKind classCode="INST">
{productInstancelnstance classCade="MMAT ™ determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNunberText>
<l— G.k.4.r.7: Batch / Lot Number #2-8 —>
{/productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<FormCode code="G. k. 4.1. 9. 2b" codeSysten="TED-DoseForm” codeSystemVersion="G.k. 4.

<!— G.k.4.1.9.2a: Pharmaceutical Dose Farm TermID Version Date / Number #2-8

¢!— G.k.4,1.9.2b: Pharmaceutical Dose Form TermID #2-8 —>
<eriginalText>G. k. 4.r.9. 1</criginalText>
<{!— G.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, 3.98%. 2. 1. 1. [9” cedeSystemVersion="1, 17

{value xsiitype="CE” code="G.k.4.r.1L 2b" codeSystem="2, 16. 840. 1. 113883.3.989.2.1. 1.
¢!— G.k.4.1. 1L Za: Parent Route of Administration TerwID Version Date / Number

«€l— G.k.4.1. 11, 2b: Parent Route of Administration TermID #2-8 —>
{originalText’G. k. 4. 1. 11, I{/originalText>
¢|l-- G.%. 4.1.11. 1: Parent Route of Administration {free text) #2-8 >
</value>
{/cbservation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
¢l— G.k.4.1: Dosage and Relevant Information (repeat as necessary} #2-0 —>
" {substanceAdministration classCode="SBADM™ moodCode="EVN™>
<text>G. k. 4. r. 8<¢/text>
¢I— G. k. 4.r.8: Dosage Text #2-9 —>
CeffectiveTime xsi:type="IVL_TS5™>
<high value="20090101"/>
<l— G,k.4.r.5: Date and Time of Last Administration #2-9 —>
{feffectiveTime>
<routeCode code="G.K. 4.1. 10. 2b" codeSystem="2. 16. 840. 1. 113883.3.989.2.1. 1. 147

<I-- G.%. 4.r.10. 2a: Route of Administration TermID Version Date / Number #2-9 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #2-9 —>
<originalText>G. k. 4. 1. 10. 1</originalText>
<I— G.%. 4.1r.10. 1: Route of Administration {free text) #2-9 —>
</routeCade>
{doseQuantity value="10" unit="G.k 4.r.1b"/>
{l— G.k.4.1. 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¢/lotNumberText>
{l— 6.k.4.1.7: Batch / Lot Number #2-9 —>
</productInstancelnstance>
<kind0fProduct classCode="IMAT" determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G. k. 4.

¢!— G.k.4.1r.9.2a: Pharmaceutical Dose Form TermIl} Version Date / Number #2-9

¢I— 6.k 4.r.9.2b: Pharmaceutical Dose Form TermID #2-9 —>
{originalText>G. k. 4, r. 9, 1</originalText>
{!— G.k. 4.r.9.1: Pharmaceutical Dose Form (free text) #2-9 —>
</formCode>
</kind0fProduct>
</instance0fKind>
{/consumable>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1, 197 codeSystemVersion="1.1"

<value x5i:type="CE" code="G.k.4.r.1l.2b" codeSystem="2. 16. 840, . 113883, 3.989.2. . L.

{!— G.k. 4.xr.11. 2a: Parent Route of Administration TermID Version Date / Number
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#2-9 —

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

r.9.2a™

10 —>

displayName="parentRouteOfAdninistration™/>
14" codeSystenVersion="6. k. 4. r. I1. 2a">

fiz-10 —

displayNeme="cumulativeDoseToReaction”/>

displayName="gestationPeriod™/>

<l— G.k.4.r.11.2b: Parent Route of Administration TermID #2-9 —>
<originalText>G. k. 4.r. 11. 1<{/originalText>
<|— G.k.4.1.11 1: Parent Route of Administration (free text} #2-9 —>
</valuer
{/observation>
{/inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<!— G.k.4.r! Dosage and Relevant Information (repeat as necessary} #2-10 —=>
{substanceAdministration ¢lassCode="SBADM" moodCode="EVN">
{text>G. k. 4. r. 8¢/ text>
<l G.k.4.r. 8: Dosage Text #2-10 —>
{effectiveTime xsi:type="IVL_T5™>
<width value="4" unit="6.k. 4.r.6b™/> .
<I-- G. % 4.r.6a: Duration of Drug Administration (mumber) #2-10 —>
¢!— G.%. 4. r.6b: Duration of Drug Administration (unit) #2-10 ~>
{SeffectiveTimed
<routeCode code="G.k 4. 1. 10.2b" codeSystem="2. 16, 840, 1, 113883, 3. 689, 2. 1. 1. 14"

<!— G.k.4.r.10.2a: Route of Administration TerwiD Version Date / Number #2-10 —>
<!— G.k.4.1.10.2b: Route of Administration TermID #2-10 —>
{originalText?G. k. 4. r. 10. 1{/originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-10 —>
</routeCode¥
{doseQuantity value="10" unit=-"G. k. 4. r. I8"/>
<l— .k 4.r. 1a Dose (number) #2-10 —>
{l— G.k4.r. 1b: Dose {unit) #2-10 —>
{consumable typeCode="CSH™>
<instance0fKind classCode=" INST b
{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G, k. 4. r. 7</lotNumberText>
<|— G.% 4.r. 7: Batch / Lot Nupber #2-10 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{fornCade code="G.k.4.r.9.2b" codeSysten="TBD-DoseForn” codeSystemVersion="G.k. 4.

{I— G.k. 4.r. 9. Za: Pharmaceutical Dose Form TermID Version Date / Number #Z-

<l-- G,k 4.1.9. 2b: Pharmaceutical Pose Form TermID #2-10 ~—>
<originalText>G. k. 4, r. 9. 1</originalText>
¢!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-10 —>
{/formCode>
</kind0fProduct>
</instance0fKind>

{/consunable>
{inboundRelationship typeCode="REFR">
<observation ¢lassCode="0BS" moodCode="EVN™> :
<coede 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.El.2b" codeSystem="2. 16.840,1.113883.3.989.2.1.1.
<!-- G.k.4.7. 1. 2a: Parent Route of Administration TetmID Version Date / Number

!— G.k 4.1.11 2b: Parent Route of Adninistration TermID §2-10 —>
<originalText?G. k. 4. 7. 11. 1{/originalText>
¢{!— G.k 4.1.11, 1 Parent Route of Administraticn (free text} #2-10 —>
</value>
<fobzervation>
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SIEM™>
{observation classCode="085" moodCode="BVN™>
{code code="14" codeSystem="2. 16,840, 1. 113883, 3. 989. 2. 1. 1. 19" cedeSystenVersion="1.1"

{value xsiitype="P§" value="10" unit="6. k. 5b"/>
{!— 6.k 5a: Cumulative Dose to First Reactijon (number) #2 —>
{!— G.k 5bi Cunulative Dose to First Reaction (unit) #2 -->
</ohservation>
</outboundRelationship2> .
<outboundRelationship2 typeCode="PERF™>
<chservation classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2, 16, 840. 1. 113883, 3, 889. 2. 1. 1. 19" codeSystenVersion="1.1"

{value xsiitype="PQ” value="10" unit="G.k.6b"/>
{l— G.k. Ba: Gestation Period at Time of Exposure (number} #2 —>
<l G.k.6b: Gestation Period at Time of Exposure (unit) 2 —>
</cbservation>
</outbeundRelatisnship2>
{outhoundRelationship2 typeCode="PERT™>
<observation classCode="0BS" meodCode="EVN™>
{code code="31" codeSysten="2. 16. 840. 1. 113883. 3. 089. 2. 1. 1. 18" codeSystemVersion="1.1"
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displayName="recurrance0fReaction”/>
<value xsi:type="CE” code="G.k.9.i.4" codeSystem="2. 16. 840, 1. 113883, 3. 980.2, 1. 1. 16"
codeSystenVersion="2.07/>
<}~ G. k. 9.i.4° Did Reaction Recur on Re~administration? Drug #2, Reaction #l —»
<outboundRelationshipl typeCode="REFR">
{actReference classCode="0BS™ moodCode="EVN™>
<id reot="154eb889-958b-45f2-a02f-42d4d6£4657F />
{/actReference>
</outboundRelationshipl>
{/ohservation
{/outboundRelaticnship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS™ moodCode="EVN™>
<code code="31" codeSystew="2. 16, 840, 1. 113883, 3. 969. 2. 1. 1. 19" codeSystenVersion="1.1"
displayame="recurranceOfReaction” /> -
{value xsiitype="CE” code="G.k.9.1i.4" codeSystem="2, 16,840, 1. 113883, 3.989,2.1. 1. 16"
codeSystenVersion="2. 0" />
¢!— 6.k.0.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 -
<outboundRelationshipl typeCode="REFR™>
{actReference classCode="0BS” moodCode="EVN">
<id root="2baal2Bd6-cYe8-4e6c-93e9-5bB60314220” />
</actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationshipZ>
<outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN™>
{code code="9" codeSystem="2. 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1,1"
displayName="codedDrugInformation”/>
. <value xsi:type="CE” code="G.k% 10.r" codeSystem="2, 16,840, 1. 113883. 3.989.2.1. 1. 17"
codeSystenVersion="2. 0"/
<!— G.k.10.r: Additional Information on Drug (ceded) (repeat as necessary) #2-1 —»
</observation>
</outboundRelationship2>
<putboundRelationship? typeCode="REFR™>
{cbservation classCode="0BS™ moodCode="EVN">
' {code code="0" codeSyster="2. 16, 840. [. 113983. 3.989. 2. 1. 1. 18" codeSystenVersion="1. 1"
displayNane="codedDrugInformation”/> i
<value xsiitype="CE” code="G.k. 10.r" codeSystem="2, 16, 840. 1. 113883, 3.989.2. 1. 1. 17"
codeSystenVersion="2, 0"/>
<!— G.k.10.r: Additional Information on Drug {coded) (repeat as necessary) #2-2 -
</observation>
{/outbcundRelationship2>
<outboundRelationship2 typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN">
{code code="2" codeSysten="2. 16.840. 1. 113883. 3.989, 2. 1. 1. 197 codeSystenVersion="1. 17
displayName="additienalInformation”/> '
<value %si:type="ST™>G, k. 1E</value?
€l— G.k.11: Additional Information on Drug (free text) #2 —>
{/observation>
{/outboundRelationship2>
{inbeundRelationship typeCade="RSON"™>
<observation classCode="0BS" moodCode="EVN™>
<code code="19" codeSystem="2, 16, 840. 1. 113883. 3. 589. 2. 1. 1. 19" codeSystenVersion="1. 1"
displayNawe="indication”/> :
{value xsi:type="CE” code="G.k. 7.r.2b" codeSystem="2, 16, 840, 1. 113883, 6, 163" codeSystemVersion=
“GkT.r.2a™
<l— G.k.7.x.2a: WedDRA Version for Indication #2-1 —>
<I— G. k. 7.r.2b: Indication {MedDRA code) #2-1 —>
<originalText>G. k. 7. r. 1{/originalText>
¢{!— G. k. 7.r.1: Indicatien as Reported by the Primary Source #2-1 —>
{fvalue>
<performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED">
{code code="3" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2, 1. 1. 21" codeSystemVersion="1.0"
displayName="sourceReporter™/> ’
{/assignedEntity>
{/performer>
{/cbservation>
<finboundRelationship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS™ moodCode="EVN">
<code code="1%" codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="indication™/>
¢valie xsiitype="CE” code="6.k. 7.r.2b" codeSystem="2.16.840.1, 113883, . 163" codeSystenVersion=
6.k T.r.2a" -
¢{!— G.k.7.r.%a: MedDRA Version for Indication #2-2 —
<l— G.k.7.1.2b* Indication (MedDRA code) #2-2 —>
{poriginalText>G. k. 7. r. 1¢/criginalText>
{!— G.k.7.r.1: Indication as Reported by the Primary Source #2-2 —>
<fralued
{performer typeCoede="PRF")>
<assignedintity classCode="ASSIGNED">
<code code="3" codeSystem="2. 16.840. 1. 113883, 3.080,2.1.1.21% codeSystenVersion="1. 0"
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displayName="sourceReporter”™/>
{/assignedEntity>
{/performer>
{/observation>
</inboundRelationship> -
<inboundRelationship typeCode="CAUS™>
<act classCode="ACT” mcodCode="EVN™>
<code code="G,k.8" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 15" cecdeSystemVersion="2.07/>
<l— G. k. 8: Action(s) Taken with Drug #2 —>
<fact>
</inboundRelationship>
{/suhstanceAdministration>
</component>
{/organizer>
</subjectOf2>
{subject0f2 typeCode="SEJ">
<organizer classCode="CATEGORY”™ mocdCode="EVN"> )
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 11" codeSystemVersion="1,0" displayNane="{588 %
-2
{component typeCode="COMP™>
<observation classCode="0BS" moodCede="EVN">
{code code="7"7 codeSysten="2. 16, 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1, 0" displayName="
BHEgE" />
<value xsiitype="INT" value="1"/>
le— 08872, 13. 1. 1 BHEE §1 ~>
</observation>
</component?
{component typeCode="COMP">
{observation classCode="0BS" moodCode="EVN™>
<code code="8" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName="
ot 3
<value xsi:type="ED">]2.13.r. 2{/value>
<l 28872, 13. 1. 2: MTRES #1
¢{/observation>
{/component?
{component typeCode="COMP™>
Cobservation classCode="0BS” moodCede="EVN">
{code cade="9" codeSystem="2.16. B40. . E13883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="
FFEHR"/>
<value xsiitype="CE” code="J2.13.1.3" codeSystem="2. 16, 840, 1, 113883,3,.989,5.1.3.2. 1.7
codeSystemVersion="1.1"/>
l— @8872.13. 1. 3: MASEE #1 —>
{/observaticn>
{/componhent>
{component typeCode="COIP">
{cbservation classCode="CBS" moodCode="EVN™> )
<gode code="10" codeSystem="2.16.840. 1. 113883, 3,989, 5,1,3.2. 1. 107 codeSystemVersion="1.0" displayName=
"REPOIER OFE > .
<value xsi:type="BL" value="true"/>
<i— geaJe. 13.r. 4 FEDOEROFE £ —
</observation>
{/component>
</organizer>
{/subjectOf2>
<subject0f2 typeCode="SB]">
<arganizer classCode="CATEGORY" moodCode="EVN™>
<code code="1" codeSystem="2. 16. 840, 1, 113883. 3.980. 5. 1. 3. 2. 1. 117 codeSystemVersion="1.0" displayName="{5%k 48
o
<component typeCode="COMP™>
<observation classCode="0BS" mocdCode="EVN">
<code code="7" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1.3, 2, 1. 10" codeSystenVersion="1.0" displayName="
fAHEE >
{value xsi:type="INT" value="1"/>
<l— @earz. 13. 1. 1: EHEHE 42 —
{fobservation>
</component>
+ <component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
<code code="8" codeSyster="2. 16. 840. 1. 113883.3.989.5. 1.3, 2. 1. 10" codeSystemVersion="1.0" displayName="
HEHEB '
<value xsi:type="ED">J2.13.r.2¢/value>
<|— @88J2. 13.r.2: RHHE 2 —
{fobservation>
{/component>
{component typeCode="COMP™>
<observation classCede="0BS" moodCode="EVN™>
<code code="9" codeSystem="2. 16.840. 1. 113883. 3. 989, 5. 1. 3. 2. 1, 10" codeSystemVersion="1.0" displayName="
EAFEAa"/>
¢value xsi:type="CE" code="JZ.13.T. 3" codeSystem="2, 16.840.1, ]13883.3.989.5.1.3.2. 1. 77
codeSystenVersion="1.17/>
<!— B@ayz. 13.r.3: BASKIA #2 —
{/observation>
{/component>
{component typeCode="COMP™>



<observation classCode="0BS" moodCode="EVN™>
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3,989, 5.1, 3. 2. 1. 10" codeSystenVersion="1. 0" displayName=
"REROEFDE 8
<value xsi:type="BL" value="false”/>
<i-- B80J2. 13. r. 4: RIEFOEFROFTE 42 —
{/observation?
</component>
{forganizer>
</subject0f2>
{/primaryRole>
{/subjectl>
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EYN™>
<code code="20" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1. 17 displayName="
interventicnCharacterization”/>
{value xsi:type="CE” code="G.k.1" codeSystem="2. 16. 840.1. 113883. 3.980.2.1, 1, 13" codeSystemVersion="2.0"/>
¢!— 6.k 1: Characterisation of Drug Role Drug #1 —>
<subject? typeCode="SUBJ">
<productUseReference classCode="SBADM™ moodCode="EVN™>
<id roat="3cH1b4d5-e039-4aTa~9c30-6767[h0efled™/>
</productlUseRelerence>
{/subject2>
</causalityAssessment>
{/component>
{component typeCode="COHP™>
{causalityAesessment classCode="0BS™ moodCode="EVN">
{cods code="20" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1, 19" codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
<value xsi:type="CE" code="G.k.1” codeSystem="2. I6.840. 1. 113883. 3,989, 2. 1. 1. 13" codeSystemVersion="2, 0"/>
{!-- G.k. 1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUBI"> }
<preductlseReference classCode="SBADN" meoodCode="EVN™> .
<id root="68d6f5ce-3b3b-45c7-92dd-6906730c3a07/>
{/productUseReference>
</subject2>
{/causalityAssessment>
</component
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moedCode="EVN™>
{eode code="39" codeSystem="2. 16. 840. 1. 113883, 3. 985. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="causality”/>
<value xsi:type="ST™>G.k 9. i. 2.r. 3<{/value>
{l— 6.k.9.i.2.1.3: Result of Assessment Drug #1, Reaction #1, Assessment #1 —>
<pethodCode’
<originalText>G. k. 9. i, 2. 1. 2¢/originalText> .
{luw G, k.9.1i.2.1. 2! Method of Assessment Drug #1, Reaction #1, Assessment #1 —>
</methodCode>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">

{code>
{originalText>G, k. 9. 1. 2. 1. 1{/originalText>
<d— G k.9.1.2.1.1: Source of Assessment Drug #1, Reaction #1, Assessment #1 —
{/code>
</assignedEntity>
</author>

¢subjectl typeCode="SUBJ">
{adverseEifectReference classCode="0BS" moodCode="EVN™>
<id root="154eh889-958b-45f2-a02f-42d4d6T4657F" />
{/adverseEffectReference’
¢/subjectl>
<subjectZ typeCode="SUBJF™>
{productUseReference classCode="SBADN" mocdCode="EVN™>
{id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed" />
</productUseReference>
</subject2>
{/causalityAssessment>
</component>
<component typeCede="COMP™>
{causalityAssessment ¢lassCode="0BS™ moodCode="EVN">
<code code="39" codeSystem— 2. 16. 840, 1, 113883, 3.989. 2. 1. 1. 197 cadeSystemVerslon- 1. 17 displayName="causality”/>
<value xsi:type="ST">G.k. 9.i.2.r. 3<¢/value>
<I--G.k.9.1.2.1.3: Result of Assessuent Drug #1, Reaction #2, Assessment #1 —>
{methodCode>
<originalText>G. k. 9. i. 2. r, 2{/originalText>
{I—G.k9.i.2.1. 2! Method of Assessment Drug #1, Reaction #2, -Assessment #1 —>
</methodCode>
<author typeCode="AUT">
<{aszsignedBntity classCode="ASSIGNED™>

{code> .
{originalText>G. k. 9. 1. 2.r. 1</original Text>
{d— 6.k 9.1.2.x.1: Source of Assessment Drug #1, Reaction #2, Assessment H1 —>
</code>
</assignedEntity>
</author>

<subjectl typeCode="SUBJ]">
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<adverseEffectReference classCode="0BS" moedCode="EVN™>
<id root="2baa28d6-cIeB-4e6c-3e9-5bB60LI14220" />
{/ndverseEffectReference>
</subject1>
¢subjectZ typeCode="SUB]™>
{producillseRefersnce classCode="SBADM™ moodCode="EVN™>
<id root="3c91b4d5~e039-4a7a-Gc30-67671b0e1Yed”/>
</preductUseReference)
</subject2>
</causalityAssessment>
{/component>
<compenent typeCode="COMP™>
{causalityAssessment classCode="0BS™ moodCode="EVN™>
<code code="39" codeSystem="2. 16. 840. 1. 113883, 2, 989, 2, 1, 1, 19" codeSystemVersion="1,1" displayName="causality”/>
<value xsi:type="ST"2G.k. 9. 1i.2.1r. 3¢/valus>
{!—G. k. 5.1.2. 1. 3 Result of Assessment Drug #2, Reaction #2, Assessment H1 ——>
<methodCode>
{originalText>G. k. 9.1, 2. 1. 2¢/originalText>
6. k. 9.1.2.r.2: Method of Assessment Drug #2, Reaction #2, Assessment #1 —>
</methodCode>
<author typeCode="AUT">
<assignedEntity classCade="ASSIGNED™>

{code?
LoriginalText>G. k 9.1.2.r. 1</eriginalText>
— 6. k9 i.2.r 1! Source of Assessment Drug #2, Reaction H2, Assessment #1 —>
{/code>
{/assignedEntity>
</author>

¢subjectl typeCode="SUBJ™>
<adverseEffectReference classCode="0BS" moodCode="EVN™>
<id root="2baa28d6-cYe8-4ebc-53e9-5b860b3142207/>
{/adverseEffectReference>
</subjectl> )
{subject? typeCode="SUBJ">
<producillseReference classCode="SBADM" moodCode="EVN">
{id root="68d6f5ce-3bIb-45cT7-52dd-69e06730c3a5"/>
{/productliseReference
{faubject2>
</causalityAssessment>
{/component>
<component typeCode="COMP™>
{causalityAssessment classCode="0BS" moedCods="EVN™>
{code code="39" codeSystew="2. 16, 840 1. 113883, 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="causality”/>
<value xsiztype="ST">G. k. 9. i, 2. 1. 3¢/value>
6.k 9.4.2.1. 3¢ Result of Assessment Drug #2, Reaction #2 Assessment H2 —>

<methodCode?

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

J~G.k. 9,1, 2, 1. 2: Method of Assessment Drug #2, Reaction H2, Assessment #2 —>
{/methodCode>

{author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
<coded
<originalText>G. k. 9. i, 2. 1. 1</originalText?
¢l— G.k.9.i.2.1. 11 Seurce of Assessment Drug #2, Reaction #2, Assessment #2 —>
<feoded>
{/assignedEntity>
{/author>
{subjectl typeCode="SUB]™>
{adverseBifectReference classCode="0B5" moodCode="EVN™>
{id reot="2baa8id6-cGe8-deGic-93e9-5bB60bI 142207 />
{/adverseEffectReference>
</subjectl>
{subjectZ typeCode="SUB]">
<productUseReference classCode="SBADM” moodCode="EVN™>
<id root="68d6f5ce-3b3b-45¢T-02dd-69e06730c3a0" /> \
</productUseReference>
</subject2>
{/causalityAssessment>
</ component>
{componentl typeCode="COMP">
<observationEvent classCode="0BS" moodCode="EVN">
{code code="10" codeSystem="2. 16. 840. [. 113883 3,989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="comment”/>
<value xsi:type="ED">H, 2¢/value>
<l— H.2: Reporter's Comments -->
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{code code="3" codeSystem="2. 16. 840, 1. 113883. 3, 989. 2. 1. 1. 21" codeSystenVersion="1.0" displayName="
sourceReporter”/>
{/assignedEntity>
</author>
{/cbservationEvent>
{/component1’
{component! typeCode="COMP">
{observationEvent classCode="0BS" meodCode="EVN">
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<code code="15" codeSyster="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="diagnosis”/>
<value xsiitype="CE” code="H 3.r.1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystenVersion="H. 3. r. 1a*/>
<!-- H.3.r.1a MedDRA Version for Sender's Diagnosis / Syndrome and / or Reclassification of Reaction / Event #1 —>
¢!— H.3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code} #1 —»
<author typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
<code code="1" codeSystem="2. 16. 84%. 1. 113883, 3. 989. 2. 1. 1. 217 codeSystenVersion="1. 0" displayName="sender”/>
¢/assignedBntityd
{/auther>
</observationEvent>
{/componentl>
<compenentl typeCode="COMP™>
{observationBvent classCode="0BS" moodCode="EVN™> -
Ccode code="15" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 197 codeSystenVersion="1.1" displayName="diagnesis”/>
<value xsi:type="CE” code="H.3.r. 1b" codeSystem="2. 16.B40. 1. 113883. 6. 163" codeSystenVersion="H.3.r. 1a*/>
<l-- H.3.7, la: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #2 —>
<l— H.3.1.1b: Sender's Diagnosis / Syndrome and / or Reclassification of Reaction / Event {MedDRA code) #2 —>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
{code cade="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="sender”/>
</assignedBntity>
</author>
{/observationEvent>
{/component1>
{componentl typeCode="COMP">
{observationBvent classCode="08S" moodCode="EVN">
<code code="10" codeSystem="2. 16. 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="comment”/>
- {value xsi:itype="ED">H.4</value>
<!~ H.4: Sender’s Comments —>
{author typeCode="ANT">
<assignedEntity classCode="ASSIGNED™>" )
<code code="1" codeSysten="2. 16. B40. L. 113883. 3.989. 2. 1. 1. 21" codeSystenVersion="1.0" displayName="sender”/>
</assignedEntity>
</author>
{/observationBvent>
</component1>
{cemponentl typeCode="COMP">
{observationEvent classCode="0BS" mocodCode="EVN"> .
<code code="3" cadeSystem="2, 16. 840, 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1,0" displayName="ZET I35 =
A bH
<value xsi:type="ED">J2, 7. 2¢/value) ,
<l 089J2.7.2: RETRATEIAL ] —
{fobservationBvent>
</component1>
<componentl typeCode="COMP™>
<observationEvent classCode="0BS" moodCode="EVN">
eode code="4" codeSystem="2, 16, 840, 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1, 0" displayName="REZAEME Wik

{value xsi-type="ED7>J2. 9¢/valus)>
<!— 860J2.9: BUAEOMEHE —>
{/observationBvent>
{/component1>
{componentl typeCode="COMP™>
{ohservationEvent classCode="0BS" moodCode="EVN™>
<code code="5" codeSyster="2. 16. 840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName="2% 05" />
<value xsi:type="ED">]2.10¢/value>
<1 €882, 10: SHOHARE —>
{/observationEvent>
{/component 1y
<compenentl typeCode="COMP™>
<observationEvent classCode="0BS" mocdCode="EVN">
{eode code="6" codeSystem="2. 16.840. 1. 113883. 3. 989.5. 1. 3.2, 1, 10" codeSystemVersion="1.0" displayNane="% D hEEHHEE

{value xsi:type="ED">]J2.11<¢/value>
< 88832, 11: TOMBEEHEE —
{/observationEvent>
{/component1>
{componentl typeCode="COMP™>
{abservationEvent classCode="0BS” moodCode="EVN™>
<code code="12" codeSystem="2, 16, 840, 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName="$EEMANER"
/>
<value xsi:type="ED">]2. 16</value>
<I— gearz. 16: MENEOES —
{/observationBvent>
</component1>
{componentl typeCode="COMP">
{observationEvent classCode="0BS" moodCode="EVN™>
{code cede="13" codeSystem="2. 16. 840. L. 113883. 3. 089. 5. 1. 3. 2, 1, 10" codeSystemVersion="1, 0" displayName="{EZ1"/>
{value xsi:type="ED">J2, 19¢/value>
<l— aeage. 19: #E1 —
</observationEvent>
</component1>
<componentl typeCode="COMP™>
{observationEvent classCede="0BS" moodCode="BEVN">
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¢code code="14" codeSystem="2. 16. 840. 1. 113883, 3. 989, 5. 1. 3.2, L. 10" codeSystemVersion="1.0" displayName="{§32"/>
<value xsi:type="ED7>]J2.20¢/value>
<— penI2.20: WE2 —>
{/observationEvent>
{/componentl>
{componentl typeCode="COMP™>
<observatjonEvent classCode="0BS" moodCode="EVN"> -
{code code="15" codeSystem="2. 16, 840, 1, 113883, 3, 989, 5. 1 3, 2. 1. 10" codeSystenVersion="1.0" displayName="{§#&3"/>
<value xsi:type="ED">]J2.21</value>
<!— geeJ2. 21: {HE3I —>
{/observationEvent>
{/componentl>
<componentl typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EVN™>
<code code="16" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3. 2, L. 10" codeSystenVersion="1.0" displayNeme="{fZ4"/>
{value xsi:type="ED">J2.22¢{/value>
{I— @872, 22: WEL —>
</observationEvent>
{/componentl>
{/adverseEventAssessment>
</compenent>
<cemponent typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EVN™>
{code code="1" codeSystem="2, 16, §40, 1. 113883, 3, 989. 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
additionalDocumentsivailable® />
<value xsi:type="BL" value="true"/>
¢l— C. 1.6.1: Are Additicnal Documents Available? —> .
{/observationEvent>
</component> -
{component typeCode="COMP">
<observationEvent classCode="0BS" moodCode="EVN">
{code cade="23" codeSystem="2. 16, 840, L. 113883. 3,989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="localCriteriaForExpedited”/

{value xsiitype="BL" value="true”/>
<{l— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
</observationEvent>
</foompenent>
<component typeCode="COMP™>
{observationEvent classCode="0BS" mocdCode="EVN">
{code code="36" codeSystem="2. 16, 840. 1. 113883, 3. 989.2. 1. 1. 19" codeSystemVersmn‘ 1.1" displayName="summaryAndComment” />
<value xsi:type="EI" language="H. 5. r. Ib™>H. 5. 1. 1a$/valued
¢{l— H.5.1r.1a! Case Summary and Reporter’ s Comments Text #l —>.
<l— H.5.r.1b: Case Summary and Reporter's Comments Language #1 —>
<author typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
{code code="2" codeSystem="2. 16. 840, 1. 113883. 3. 980. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="reporter />
{/assignedEntity>
</authox>
{/cbservationEvent>
</component>
{component typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EVN™>
{code code="36" codeSysten="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="summaryAndComment®/>
value xsi:type="EI" language="H. 5. r. Ib">H. 5. r. 1a{/value>
¢l— H.5.r.la: Case Sumary and Reporter’ s Comments Text #2 —>
{l— H.5.r.1b: Case Summary and Reporter's Comments Language #2 —>
<author typeCode="AUT™>
<assignedEntity classCode="ASSIGNEDL™>
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3.689. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="reporter”/>
(/a?signedﬁhtit?)
{/author>
{/chservationEvent>
<{/component>
{outboundRelationship typeCode="SPRI">
{relatedInvestigation classCode="INVSTG™ moodCode="EVN™>
{code code="1" codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 22" cedeSystemVersion="1.0" displayName="initialReport™/>
<{subject0f2 typeCode="SUBF">
{controlActEvent classCode="CACT" mocdCode="EVN">
<author typeCode="AUT">
<assignecEntity classCode="ASSIGNED™>
{code code="C.1,8.27 codeSysten="2, 16. 840. L. 113883 3.989.2.1.1.37 codeSystemVersion="2.0"/>
¢!— C.1.8.2: 'First Sender of This Case -
{/assignedEntity>
</author>
{/controlActEvent>
</zubjectOf2y
¢/relatedInvestigationd
{/outhoundRelationship>
<ottboundRelationship typeCode="SPRT™>
{relatedInvestigation classCode="INVSTG™ moodCode="EVN™>
<code nullFlavor="NA"/>
<subject0f2 typeCode="SUBT™>
{controlActEvent classCade="CACT™ moodCode="EVN™>
<id extension="C. 1. 10.r” root="2. 16.840. 1. 113883. 3.989,2,1,3.2"/>
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¢!— C.1.10.r: Identification Number of the Report ¥hich Is Linked to This Report {repeat as necessary) #1 —
</controlActEvent>
{/suhject0f2>
<{/relatedInvestigation>
</outboundRelationship>
<oputboundRelationship typeCode="SPRT™> -
<relatedInvestigation classCode="INVSTG" moodCode="EVN™>
<code nullFlavor="NA"/>
<subjectOf2 typeCode="SUB]™>
{cantrelActEvent classCode="CACT™ moodCode="EVN™>
<id extension="C, 1,10, r" root="2, 16,840, 1, 113883, 3.989.2.1.3.2"/>
¢!— C.1.10.r: Identification Number of the Report Which Is Linked to this Report (rvepeat as necessary) #2 —
{/controlActEvent>
</subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outbeundRelationship typeCode="SPRT™>
<priorityNumber value="1"/>
{l— C.2.r.5: Primary Source for Regulatery Purposes K1 ——>
{relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code code="2" codeSystem="2. 16. B40. 1. 113883. 3.589. 2. 1. 1. 22" codeSystenVersion="1.0" displayName="sourceReport”/>
<subjectDf2 typeCode="SUBJ™>
{controlActEvent classCode="CACT" moodCode="EWN™>
<author typeCode="AUT™>
<assignedBntity classCode="ASSIGNED">
{addr>
{streetAddressLine>C. 2. r. 2. 3{/streetAddressLine>
<|-- C.2.1.2.3: Reporter’s Street #1 —
<city?C. 2.1r. 2. 4</city>
¢l— C.2,1.2.4: Reporter's City #1 —
{state>C. 2. 1. 2. 5</state>
¢l— C.2.1.2.5: Reparter’s State or Province #] —>
{postalCode>C. 2. r. 2. 6</postalCode>
¢l— C.2.r.2.6: Reporter’s Postcode #1 —>
{faddr>
{telecom value="tel:C.2.r.2.77/>
{l— C.2.r.2.7: Reporter’ s Telephone #1 —>
{assignedPerson classCode="PSN™ determinerCode="INSTANCE">
<name>
<prefix>C. 2. 1. L. 1</prefix>
<l— €. 2.1r.1.1: Reporter's Title #I —>
{givendC. 2. r. 1. 2¢/givend
¢t— C.2.r. 1.2 Reporter’s Given Name ¥1 —>
{given>C. 2.r. 1. 3{/given>
<4-- €. 2.1, 1.3 Reporter’s Middle Name #1 —>
family>C. 2. 1. 1. 4¢/family>
3— C.2.1. 1.4 Reporter’s Family Name #1 —>
</name>
<asQualifiedEntity classCode="QUAL">
{code code="C.2.r.4" codeSystem="2. 16. 840. 1. 113883. 3. 980, 2. 1. 1. §” cedeSystemVersion="2.07/>
{J— C.2.r.4: Qualification #1 —>
<fasQualifiedEntity>
CasLocatedEntity classCode="LOCE™>
<lecation classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C.2.1. 37 codeSysten="1. 0. 3166, 1.2. 2"/
<l— (. 2.r.3: Reporter’s Country Code #1 —>
¢/location>
¢/aslocatedEntity>
{/assignedPerson>
{representedOrganization, classCode="0RG" determinerCode="INSTANCE™>
<name>C. 2. 1. 2. 2{/name>
¢}—- C.2.r.2.2: Reporter's Department #1 —>
{assignedBntity classCode="ASSTIGNED™>
{representedOrganization classCode="0RG" determinerCode="INSTANCE™>
<nane>C. 2. r. 2. 1</name>
<l— €. 2.1.2.1: Reporter's Orgenisation #1 —>
</representedQrganization>
{/assignedEntity>
{/represented0rganization>
</assignedEntity>
</auther>
</controlActBvent>
</subject0f2>
</relatedInvestigationd
</outboundRelationship>
<outhoundRelationship typeCode="SPRT™>
<relatedInvestigation classCode="INVSTG" moodCode="EVN™>
{code code="2" codeSystew="2. 16. 840, 1. 113883, 3. 989. 2. 1. L. 22" cedeSystenVersion="1.0" displayName="sourceReport™/>
<5ubject0f2 typeCode="SUBJ™>
<controlActEvent classCode="CACT” moodCode="EVN™>
Cauther typeCode="AUT™>
<agsignedEntity classCode="ASSIGNED">
{addr>
{streetAddressLine>C. 2. r. 2. 3¢/streetAddressLine>
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<|= C.2.1.2.3: Reparter’ s Street #2 —
Leity>C. 2.1. 2, d¢/eity
{l— C.2.r.2.4: Reporter’s City #2 —>
{state>C. 2. r. 2. 5{/state>
{l— C.2.r.2.5! Reporter’s State or Province #2 —>
{postalCode>C. Z. 1. 2. 6</postalCode>
<I-- C.2.1.2.6: Reporter’s Postcode K2 —>
{/addr>
<telecom value="tel:{.2.1.2.7"/>
{l— C.2.1.2.7: Reporter’ s Telephone #2 —>
<assignedPerson classCode="PSN" determinerCode="INSTANCE™>

{nate>
<prefix>C. 2.r. 1. 1<{/prefix>
<I— C.2.1. 1. 1: Reporter’ s Title 2 —>
{givemC. 2. 1. 1. 2{/given>
<1—- C.2,1.1.2° Reporter' s Given Name 52 —>

<givemC. 2. r. 1. 3¢/given>
¢}— C.2,r.1.3: Reporter’ s Middle Name #2 —>
<family>C. 2. r. 1. 4¢/Family>
<{!— €.2.r.1.4: Reporter's Family Name #2 —>
{/name>
<asQualifiedEntity classCode="QUAL™>
{code code="C.2.1.4" codeSystem="2. 16,540, [, 113883, 3,989, 2. 1. 1. §” codeSystemVersion="2.0"/>
{I— . 2.r.4: Qualification #2 —
</asQualifiedEntity>
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNIRY™ determinerCode="INSTANCE™>
<code code="C.2.r.3" codeSystex="1.0, 3166, L. 2, 2"/>
<l— €. 2.7.3: Reporter's Country Code #2 —>
</location>
{fasLocatedEntity>
</assignedPerson>
<representedOrganization classCode="0RG" determinerCode="INSTANCE™>
<name>C. 2, 1, 2. 2¢/name>
<l— C.2.r.2.2: Reporter s Department #2 —>
<assignedEntity classCode="ASSIGNED™> -
{representedOrganization classCode="0RG" determinerCode="INSTANCE™>
<name?C. 2.x. 2. 1<{/name>
{— C.2.1.2.1: Reporter’s Organisation #2 —>
</representeddrganization’
{/assignedEntity>
{/representedOrganization®
</assignedBntity>
{/author>
{/controlActEvent>
</subject0f2>
{/relatedInvestigation>
{/outboundRelaticnship>
{subject0Of1 typeCode="SUBJ">
{controlActBvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedBntity 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>
{streetAddresslinedC. 3. 4. 1{/streetAddressLine>
4— C.3.4.1: Sender’ s Street Address —
{eity>C. 3. 4. 2¢/city>
¢}— C.3.4.2: Sender’ s City —>
{stateXC, 3, 4. 3¢/state>
(1=~ €.3.4.3: Sender’ s State or Province —>
{postalCode>C. 3. 4. 4¢/postalCode>
(!— C.3.4.4: Sender’ s Postcode —>
<faddr>
{telecom value="tel:C,3.4.6°/>
<l— C.3.4.6: Sender’s Telephone —>
<telecom value="fax:C.3.4,7"/>
<!— C.3.4.7: Sender’s Fax —>
<telecom value="wmailte:C.3.4.8"/>
<l-- C.3.4.8: Sender's E-mail Address —
CassignedPerson classCode="PSN” determinerCode="INSTANCE">
<name> '
<prefix>C. 3. 3. 2¢/prefixnd
¢!— C.3.3.2: Sender’ s Title —>
<givendC, 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¢/fTamily>
{l— €. 3.3.5: Sender' s Family Name —>
</name>
{asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY" determinerCode="INSTANCE™>
{cade code="C.3.4.5" codeSysten="1.0. 3166.1.2.2"/>

,
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<l— €.3.4,5: Sender’ s Country Code —>
{/location>
</asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0ORG" determinerCode="INSTANCE">
<pame>C. 3. 3. 1</hame>
<l—— (.3.3,1: Sender's Department —>
{assignedBntity classCode="ASSIGNED™>
{representedOrganization classCode="0RG" determinerCode="INSTANCE™>
<name>C. 3. 2¢/nane>
{l=- (. 3.2: Sender’'s Organisation —>
</representedQrganization>
</assignedBntity>
</representedirganization’
{/assignedEntity>
</author>
<primaryInformationRecipient typeCode="FRCP">
<assignedBntity classCode="ASSIGNED™>
{assignedPerson classCode="PSN" determinerCode="INSTANCE™>
<name>
<prefixz>J2. 18. 2{/prefix>
<I— g8eJ2.18.2: RfFEHX AEEX —
<family>J2, 18. 3</fanily>
{l— e8aJ2.18.3: HEX ¥ —
{given>J2. 18, 4{/given>
{|— 888)2.18. 4: F"'f‘é’:a B —>
</name>
¢{/assignedPerson> -
{represented0rganization classCode="0RG" determ].nezCude— INSTANCE™>
<name>]J2. 18. 1{/name>
<l— as@Jz.18.1: 2EEF A%k —
{/representedOrganization>
</assignedEntity>
{/primaryInformationRecipient>
</centrolActEvent>
{/subjectOf1>
¢stbject0fl typeCode="SUBF™>
{controlActEvent classCode="GCAGT” moodCode="EVH™>

<id assigningAuthorityName="C. 1. 9. L. x, 17 extension="C. 1. 9.1 r.2" root="2. 16.840.1.113883.3.989,2,1,3.3"/>
{!— C.1.9.Lr.1: Source(s) of the Case Identifier (repeat as necessary) #lL —>
¢!— €. 1.9, L.r.2 Case Identifier(s) =
</cantrolActEvent>
{/subjectOf1>

{subject0fl typeCode="SUB]™>
{controlActEvent classCode="CACT” moodCode="EVN">

<id assigningAuthorityName="C. 1. 9. 1.r. 1" extension="C. 1.9, 1.1.2" root="2. 16.840. I, 113883, 2.689.2. 1.3.3" />
<{I— C.1.8.1.r. 1! Source(s) of the Case Identifier (repeat as necessary} #2 —>
{I— G 1.8 L1 2 Case Identifier{s) #2 —>
{/controlictEvent>
</sub ject0f1>

<subject0f2 typeCode="SUBJ7>
{investigationCharacteristic classCode="0BS" meodCode="EVN">
<{code cade="1" codeSystemw="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystenVersion="1.0" displayName="ichReportType”/>
{value xsi:type="CE” code="C.1.37 codeSystem— 2.16.840. 1. 113883. 3. 989. 2. 1, 1. 2 codeSystemVersion="2. 0%/>
¢|—'C.1.3 Type of Report —>
</1nvest1gatmnCharactenstm)
</subject0f2>
<subjectdf? typeCode="SUB]™>
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<eede code="2" codeSystem="2. 16.840. 1. 113883. 3,989, 2. L. 1. 23" codeSystemVersion="1.0" displayName="otherCaselds”/>
{value xsiitype="BL” value="true*/>
¢!—- C.1,9.1 Other Case Identifiers in Previous Transmissions —>
</investigationCharacteristie>
</subjectOf2>
<subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS™ moodCode="EVN">
{code code="3" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 23" codeSystemVersion="1,0" displayName="nullificationimendmentCode™/

¢value xsi:type="CE” cede="C.1.11. 1" codeSystem="2. 16. 840. 1. 113883.3.982. 2. 1. 1.5" codeSystemVersion="2.0"/>
<!— C. 1 1L 1 Report Nullification / Amendment —>
</investigationCharacteristic>
{/subject0i2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS™ moocdCode="EVN">
<code code="4" codeSystem="2. 16. 840. 1, 113883. 3. 989. 2. 1. L. 23" codeSystenVersion="1.0" displayName="

nullificationimendmentReason™/>

{valug xs5iitype="CE™>
CoriginalText»C. 1. 1L, 2</originalText>
¢!— C.1.1I.2! Reason for Nullificaticn / Amendment —>
</value>
</investigationCharacteristic>
{/subject0f2>
{subject0f2 typefode="SUBI™>
{investigationCharacteristic classCode="0BS" mocdCode="EVN">
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[ ds

{code code="1" codeSystem="2. 6. 840. 1. 113883. 3. 989, 5, 1. 3. 2. 1. 12" codeSystemVersion="1.&" displayName="BERIE2 (GREDE) "H

<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— @gelz. 1a: WERES (BEMR —
{/investigationCharacteristicd
</subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EYN™> -
{code code="2" codeSysten="2.16, 840.1. 113883. 3.989.5.1.5.2. 1. 12" codeSystenVersion="1, 07 displayNome="${¥EH B/
<value xsiitype="T3" value="20130107"/>
<l— @agz.2.1; @ERER —
¢/investigationCharacteristic>
</subject0f2>
<subject0fZ typeCode="SUBJ™>
{investigationCharacteristic classCode="0BS” moodCode="EVN">

{code code="3" cadeSystem="2.16. 840, 1. 112883, 3.580.5. 1. 3. 2. 1. 12" codeSystenVersion="1. 0" displayNeme="&RH BB+ 524

<value xsi:type="ED">J2. 2. 2¢/value>
O gegJz. 2.2 BSERAICETS =AY -
{/investigationCharacteristic)
</subject0f2>
<subjectDf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS™ moodCode="EVN™>
<code code="4" codeSystem="2. 16. 840. 1. 113883, 3.889. 5. 1. 3. 2. 1. 12" codeSystenVersion="1,0" displayNeme="E\R3is 7> 7" />
{value xsiitype="CE” code="J2.3" codeSystem="2.16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 27 codeSystemVersion="1.1"/>
I gaeJe. 3 BREE 7Y —
¢/investigationCharacteristic>
</subject0f2>
<subjectDf2 typeCode="SUB]">
<investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="5" codeSystem="2, 16. 840, 1. 113883, 3.580. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayNeme="{R&&H 75"/
{value xsitype="CE” code="J2.8.1" codeSystem="2.16, 84%. 1. 113883, 3.989.5. 1. 3, 2. 1. 87 codeSystenVersion="1.1*/>
<I— €88J2.8.1: WERSATFY — :
{/investigationCharacteristic>
</subject0f2>
<subjectOf2 typeCode="SUB]">
{investigationCharacteristic ¢lassCode="0BS™ moodCode="EVN™>
<code code="6" codeSysten="2. 16. 84¢. 1. 113883. 3.980. 5. 1. 3. 2. 1. 12 codeSystemVersion="1. 0" displayName="34& st ERM" />
<value xsi:type="ED"»J2.B.2{/value}
<I— g8eJ2. 8. 2: HEHRBAOESA —
</investigationCharacteristic>
</subject0f2>

{/investigationEvent>

{/subjec
{/controlAct

1
Process>

</PORR_INO49016UV>

{!— Message #1
¢— Message #2

-2
—>

.<!— PORR_INO4901BUY —>

¢!— /PORR_IND49
{I-- Message #2
{receiver typeCo
{device clas
<id exte
<—N1
{/device>
{/receiver>
¢sender typeCode
<device clas

0160V —>

-

de="RCV™>

sCode="DEV" determinerCode="INSTANCE™)>

nsion="N, 1. 4" root="2. 16. 840, 1. 113883.3,689.2,1, 3, 14"/
.47 Batch Receiver Identifier —>

="SND">
sCode="DEV” determinerCode="INSTANCE™>

<id extension="N, 1. 3" root="2, 16.840. 1. 113883. 3. 089. 2. 1. 3. 13"/>

<—HN1
{/device>
{/sender>
</NCCI_IN200100UVE1>

.3: Batch Sender Identifier -->
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ZRAVAER /X (@%ﬁﬁﬂun {EAE A )
<?xml version="1.0" encoding="UTF-8"7>

<MCCI_IN2001000V01 ITSVersion="XML_l.0” xsi:schemalocation="urn:hl7-org:v3 HCCI_INZDOIOOUVOI xsd” xmlns="urn:h17-erg:v3” xmlns:xsi="http://wew. w3. org/
2001/XMLSchema-instance™
<id extension="N. 1. 2" rcot="2.16.840. 1. 113883. 3.989.2.1.3.22"/>
¢! N.1.2: Batch Number —>
{creationTime value="20101214151617"/>
= N.1.5: Date of Batch Transmission —>
(responselodeCode code="D"/> .
dinteractionld extension="MCCI_IN200I100UYO1” root="2. 16.840. 1. 113883.1.6"/>
<name code="N. 1. 17 codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 1" codeSysteaVersion="2.0"/>
{!— N.1.1: Type of Messages in Batch —
{!— Message #l —
<PORR_INO49016UV>
<id extension="N.2.r.1” root="2.16.840. 1. 113863.3.989.2.1.3.1"/>
{l—N.2.1r. I Message Identifier —>
{creationTime value="20101214151617"/>
¢{— N.2.1.4: Date of Message Creation ——>
{interactionld extension="PORR_INO490166V" root="2. 16, 840, 1. 113883.1.6"/>
{processingCode code="P"/>
{processingModeCode code="T"/>
{acceptickCode code="AL"/>
(receiver typeCode="RCV™>
{device classCode="LEV" determinerCode="INSTANCE™>
{id extension="N.Z2.r.3" root="2.16.840. 1. 113882. 3. 988. 2.1.3. 12" />
¢I— N.2.1.3: Message Receiver Identifier ——>
</device>
{/receiver>
<sender typeCode="SND">
<device classCode="DEV" determinerCode="INSTANCE">
<id extension="N.2.1.2" root="2.16.840. 1. 113882. 3.980.2.1.3. 11"/
{!-- N.2.r.2: Message Sender Identifier —» .
{/deviece>
{/sender>
{cantrolActProcess classCode="CACT” moodCode="EVN™>
<eode code="PORR_TE049016UV" codsSystem="2. 16. 840, 1. 113883, 1. 18"/>
¢l— HLT Trigger Event ID —>
{effectiveTime value="201012141516177/>
¢|l— €.1.2: Date of Creation —>
<subject typeCode="SUB]™>
<investigationBvent classCode="INVS1G" moodCode="EVN™>
<id extension="C.1.1" root="2.16.840.1. 113883.3.989.2,1.3. 1"/
{!— C.1.1: Sender’s (case) Safety Report Unique Identifier —>
<id extension="C.1.8.1" reot="2. 16.840. 1, 113883.3.989.2.1.3.2"/>
¢!—— C.1.8.1: Worldwrida Unique Case Identification Number —>
<id extension="J2.1b" root="2. 16.840. 1. 113883. 3.989.5.1.3. 2. 2. 1"/>
{I— edaJz. 1b: WMEEES (F8) —
{code code="PAT_ADV_EVNT™ cedeSystem="2. 16. 840, 1. 113883.5.47/>
{text>H. 1</text>
{!— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Qutcome and Additional Relevant Information —>
{statusCode code="active”/>
<l-- 808J2.7.1 =T, KETRS —
{effectiveTimed
<low value="20090101"/>
{l— C. L. 4: Date Report Was First Received from Source —»
* {feffectiveTime>
{availabilityTime value=" 20090101’/) .
<l— C.1.5: Date of Most Recent Information for This Report —>
{reference typeCode="REFR™>
{document classCode="DOC” moodCode="EVN™>
{code code="1" codeSystem="2. 16. 840. 1. £13883. 3. 989, 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHz1dBySender™/>
<title>C. 1.6. L r. 1<{/title>
{l— C.1.6 L. r.1: Documents Held by Sender (repeat as necessary) #l —>

{text mediaType="application/pdf” representation="B64">C. 1.8, 1.r.2</text>
<l-- C.L.6. 1.1.2: Included Documents BL —>
<fdocument>
{/reference>

{reference typeCode="REFR™>
{document elassCode="DOC" moodCode="EVN™>
{code code="1" codeSystem="2. 16, 840. 1. 113883. 3. 980 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHaldBySender”/>
<title>C. 1.6. L. r. 1<{/title>
¢!— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #2 —>

{text mediaType="image/jpeg” representation="B64" compression="DF~>C. L 6. l.r. 2{/text>
1= C.1.6.1.1.2: Included Documents #2 —>
{/document>
{/reference’

<reference typeCode="REFR">
<document ¢lassCode="DOC” moodCede="EVN">
{code code="2" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<title>J2. 17. r</title>
<1— 880]2.17.r BB WEONE 81 —
<text mediaType="application/pdf” representation="B64">C.4.r.2¢/text>
¢l— C.4.r.2: Included Documents #1 —>
{bibliographicDesignationText>C. 4, r. 1</bibliographicDesignationText>
<l— C.4.1.1: Literature Reference(s) #1 —>



{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
{representedOrganization c¢lassCode="0RG" determinerCede="INSTANCE™>
{asLocatedEntity classCode="LOCE™>
{location classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="]J2.15.r" codeSystem="1.0,3166.1. 2,2/
[-~ gB@J2. 15, v L4FE £ >
{/location>
{/aslocatedEntity> -
{/representedOrganization>
{/assignedEntity>
</participation>
</document>
{/reference>
{reference typeCode="REFR">
<document classCode="DOC" mocdCode="EVN™>
{code code="2" codeSysten="2. 16, 840. 1, 113883, 3, 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<titledJ2. 17. 7¢/title> '
— a@812.17. r R /HRONE 2 — ’
" <text mediaType="application/pdf” representation="B647>C, 4. r. 2¢/text>
<{l— C.4.r.2: Included Documents #2 —>
{bibliographicDesignhationText>C. 4. r. 1{/bibliographicPesignationText>
{l— C.4.r.1: Literature Reference(s) #2 —
{participation typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
{represented0rganization classCode="0RG" determinerCode="INSTANCE">
{asLocatedEntity classCode="LOCE™>
{lecation classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="]J2. 15.r" codeSystem="1, 0. 3166, 1. 2.2"/> '
(I— gearz. 5. r AEE #2 —
{flocation>
{/asLocatedEntity>
</representedCrganization>
</assignedEntity>
{/participation>
</document>
{/reference>
{component typeCode="COMP™>
<adverseEventAssessment classCode="INVSTG™ moodCode="EVN™>
{subjectl typeCode="SB]™>
<primaryRola classCode="INVSBI">
¢playerl classCode="PSN” determinerCode="INSTANCE™>
<name>?D. 1</name>
<I—D.1: Patient (name or initials} —>
<administrativeGenderCode cede="D.5" codeSystem="1.0.5218"/>
{I=-D.5 Sex —>
<role classCode="FRS™>
<code code="PRN" codeSystem="2, 16. 840, 1. 113883, 5, 1117 />
{associatedPerson classCode="FSN” determinerCode="INSTARCE™>
{/mssociatedPerson>
<subject(f2 typeCode="SEJ">
<organizer classCede="CATEGORY” moodCode="EVN™>
{code code="2" codeSystem="2. 16.840. 1. 113883. 3. 689. 2, 1. 1. 20" codeSystemVersion="1,0" displayName="
drugHistory™/> . ‘
{/organizer>
</subjectOf2>
{/roler
</playexrl>
<subject0fl tmeCode='SEJ')
<rasearchStudy classCode="CLNIRL” moodCode="EVN">
<id extension="C.5.3" root="Z. 16. 840. 1. 113883. 3.989.2. 1. 3. 5°/>
¢l~- C.5.3: Sponsor Study Number —>
<code code="C.5. 4" codeSystem="2. 16, 340, 1. 113883, 3. 589. 2. 1. 1. 8" codeSystenVersion="2.07/>
b €, 5,47 Study Type There Reaction{s} / Event(s) Were Observed —> p
<titledC. 5.2¢{/title>
¢t— (.5.20 Study Name —>
<authorization typeCode="AUTH">
{studyRegistration classCode="ACT" moodCode="EVN">
{id extension="C.5.l.r.1" root="2, 16. 840. 1. 113883.3.989.2.1.3.6"/>
{!— C.5.1.r.1: Study Registration Number #1 -->
<author iypeCode="AUT™>
{territorialduthority classCode="TERR"> .
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="C.5.1.1.2" codeSysten="1.0. 3166. 1.2.2"/>
<1-- C.5.1.1.2! Study Registration Country #1 —>
{/governingPlace>
</territorialAutherity>
{/author>
{/studyRegistration>
{/authorization>
<authorization typeCode="AUTH™>
{studyRegistration c¢lassCode="ACT” mocdCode="EVN™> .
<id extension="C.5.1.r. 1" root="Z.16.840. 1. 113883.3.989.2. 1.3.6"/>
<l— C.5.1.r. 1 Study Registration Number #2 «->
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Cauthor typeCode="AUT™> .
{tetritorialAuthority classCode="TERR™>
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="C.5. L.r.2" codeSystem="1.0.3166.1.2.2"/>
<l-- C.5.1, 1, 2: Study Registration Country #2 —>
{/governingPlace>
{/territorialAuthority>
{/author>
{/studyRegistration>
</authorization>
{/tesearchStudy>
{/subjectOf1>
<subject0f2 typeCode="SBI">
{observation classCode="0BS" moodCode="EVN™>
{code code="3" codeSystem="2. 18. 840. 1. 113883. 3. 589. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="age"/>
<value xsi'type="PQ" value="10" unit="D. 2. 2b"/>
{!— D.2.2a: Age at Time of Onset of Reaction / Event (number} —>
{!— D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
{/observation>
{/subjectOf2>
<subject0f2 typeCode="SB]">
<observation classCode="0B5" moodCode="EVN">
{code code="16" codeSyste="2. 16. 840. 1. 113883. 3.989. 2, 1, 1, 19" codeSystemVersion="1.1" displayName="
gestationPeriad”/>
<value xsi:type="PQ" value="10" unit="D,2.2.1b"/>
¢!~ D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number} —>
{I—1.2.2.1b: Gestation Pericd %hen Reaction / Event Was Observed in the Foetus (unit) —>
{/observaticn>
</subject0f2>
{subject0f2 typeCode="3B]">
{observation classCode="0BS" moodCode="EVN™>
{oode code="4" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="ageGroup™/>
<value xsiltype="CE" code="D.2.3" codeSystem="2. 16, 840. 1. 113883.3.989. 2. 1. 1.9" codeSystemVersion="2.07/>
<l— 1.2.3: Patient Age Group {(as per reporter) —>
{/observation>
</subject0f2> .
{subjectOf2 typeCode="SB]">
{observation ¢lassCode="0BS” moodCode="EVN">
{code code="7" codeSystem="2, 16, 840. 1, 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayNsme="bodyWeight”/

<value xsi‘type="PQ" value="48.2" unit="kg"/>
<!-- D, 3: Body Weight (kg} —
</observation>
{/subject0f2>
{subjectOf2 typeCode="SB]™>
<observation classCode="0BS” moodCode="E¥N">
¢cade code="17" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="height*/>
<value xs5i:type="PQ" value="152" upit="cm"/>
<{I— D.4: Height (cm) —
{/observation>
</subject0f2>
<subject0f2 typeCode="SB]™>
{observation classCode="0BS™ moodCode="EVN">

{code code="17" codeSystem="2, 16, 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" displayName="lastMenstrualPeriodDate” />
<value xsi:type="CE" code="J2.28" codeSystemVersion="1.0" codeSystem="2, 16, 840. 1. 113883, 3.985.5. 1. 3. 2. 1. 16" />
. <|— egaj2. 28: HEOHE —
</observation>
</subjectDf2>

<subject0f2 typeCode="SB]™> .
<organizer classCode="CATEGORY" moodCode="EVN™> .
{code code="1" cedeSystem="2.16.840. 1. 113883, 3.98%. 2, 1. 1. 20" codeSystenVersion="1.0" displayName="
relevantMedicalHistorvAndConcurrentConditions™/>
{component typeCode="COMP">
{chservation classCode="0BS" moodCode="EVN">

{code code="D. 7. 1.1, 1b” codeSystem="2. 16. 84C. 1, 113883, 6. 163" codeSystemVersion="D.7.1.r. 1a"/>
<l~~ D.7.1.r.12: MedDRA Version for Medical History #1 —
<!— D.7.1.r.1b: Medical History (disease / surgical procedure / ete.) (MedDRA code) #L —>

{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"
displayNeme="continuing”/>
<value xsi:type="BL" value="true"/>
<l--D.7.1.r.3: Continuing #1 —
{/vubservation>
{/inboundRelationship>
{/observation>
</component>
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
{code code="D_7.1.1. 1b” codeSysten="2. 16. 840, 1. 113883, 6. 163" codeSystenVersion="D.7.1.r.12"/>
{!— D.7.1.r. 1a: MedDRA Version for Medical History #2 —>
{|— D.7.Lr.1b: Medical history {disease / surgical procedure / ete,) (MedDRA code) #Z —>
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{inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
<code code="13" codeSystem="2, 16, 840, 1. 113883, 3.989. 2. 1. 1. 197 codeSystenVersion="1,1"
displayName="continuing”/>
’ <value xsi:type="BL" value="true”/>
<l— D.7.1.r.3: Continuing #2 —
{/observation
</inboundRelationship>
. ¢/observation>
{/component>
{cemponent typeCode="COMP™>
{observation classCode="0BS" moodCade="EVN™>
<code code="18" codeSystem="2. 16. 840. 1. 113883. 3. 889. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="
histeryAndConcurrentConditionText”/> ’
<value xsi:type="ED™D. 7. 2¢/value>
{I-- I.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /
event) —>
{/ohservation>
</component>
</organizer>
<{/subject0f2>
{subjectOf? typeCode="SB]"> , .
<organizer classCode="CATEGORY” moodCode="BVN">
{code code="2" codeSystew="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="drugHistory”
/>
{component typeCode="COMP™>
¢substanceAdministration classCode="SBAIM" moodCode="EVN™>
* <{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<name>D, 8. r, 1{/name>
{!— D.8.r.1: Name of Drug as Reported #1 -
</kind0fProduct>
</instance0fKind>
{/consumablie>
<outbeundRelationship? typeCode="CAUS™>
{chservation classCede="CBS" 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. 1. 7b” codeSystem="2. 16, 840, 1. 113883, 6. 163" codeSystenVersion="
D.8.r.7a"/> .
¢!— D.8.r.7a! VedDRA Version for Reaction #1 —>
{l=- D.8 1.7b: Reaction (MedDRA code} #1 —>
</observation>
{/outboundRelationship2>
{/substanceAdministration>
{/component>
{component typeCode="COMP™>
{substanceAdministration classCode="SBADM™ moodCode="EVN™>
{consumable typeCode="CSM™>
<instanceOfKind classCode="INST™>
<kind0fFroduct classCode="MMAT" determinerCode="KIND">
<name>D. 8. r. 1</nane>
<!— D.8.r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
{/instance0fKind>
</consumabled
<outboundRelationship2 typeCode="CAUS™>
Cobservation ¢lassCode="0BS" moodCode="EVN">
{code code="2%" codeSystem="2, 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.17
displayName="reaction”/> :

¢valte xsi:type="CE” code="D.8.r. 7h” codeSystem="2, [6. 840, 1, 113883, 6, 163" codeSystenVersion="
D.8.1.7a"/> ‘
{!— D.8.r.Ta: MedDRA Version for Reaction #2 —>
¢!— D.8.1r.Tb: Reaction (MedDRA code) #2 —>
</observation>
{/outboundRelationship2>
{/substanceAdninistration>
{/component>
{forganizer>
{/sub ject0f2>
{subject0f2 typeCode="SBJ">
<observation classCode="0BS” mocdCode="EVN™>
<id root="154eb889-958b-45f2-a02f-42d4d6F4657"/>
{code code="29" codeSysten="2. 16. 840. 1, 113883, 3, 989, 2. 1. 1, 19" codeSystemVersion="1.1" displayName="reaction”/>

{effectiveTlime xsi:type="IVL_TS™>
{low value="200001017/>
¢{!— E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20050102"/>
<l— B.i.5% Date of End of Reaction / Event #l —>
{/effectiveTime> :
<value xsiitype="CE” code="E.i.Z. 1b" codeSystem="2. 16. B40. 1. 113883. 6, 163" codeSystenVersion="E. i. 2. 1la™>
¢!— E.i.2 1at MedDRA Version for Reaction / Event #1 —>
{
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<l— EB.i.2. Ib: Reaction / Event (MedDRA code} %1 —>
<originalText>E. i. 1. la{/originaiText>
¢l— E.i. 1. la: Reaction / Event as Reported by the Primery Source in Native Language 41 —>
</value> .
<outhoundRelationship2 typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN™>
{code code="27" codsSystem="2. 16. 840, ], 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

{value xsiitype="CE™ code="E.i.7" codeSystem="2. 16.840.1, 113883, 3. 980.2.1. L. 117 codeSystemVersion="2.

¢{l— E.i.7: Cutcome of Reaction / Event at the Time of Last Observation #1 —>
{/chservation)
{/outboundRelatichship2>
{outboundRelationship? typeCode="PERT™>
<observation classCode="0BS" moadCode="EVN™>
<code code="11" codeSystem="2. 16. 840, 1, 113883, 3, 989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=

{value xsi!type="CE” code="JZ.26.1i" codeSystemVersion="1.0" codeSyster="2. 16. 840, 1. 113883. 3. 989. 5. 1. 3.

<l— @seJ2 26,1 EMiESE 41 —
{/observation>
{/outboundRelationship2>
{/observation>
</subject0f2>
{subject0f2 typeCode="SB]™>
{observation classCode="0BS" mocdCode="EVN™>
<id root="Zbaa28d6-c9e8-detc-BIed-5b860b3 142207 />
<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="200801017/>
<l— E.i.4: Date of Start of Reaction / Event #2 ——>

{/effectiveTime>
<value xsi:type="CE" code="E. i.2.1b" codeSystem="2. 16. 840, ], 113883. 6. 163" codeSystemVersion="E. i. 2. 1a™>
{J— E.i.2. la: MedDRA Version for Reaction / Bvent #2 —> '
<l-- E.i.2.1b: Reaction / Event (MedDRA code) #2 —>
CoriginalTextDE. i. 1. 1a¢/original Text>
¢!~ E.i.l.la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
</value> .
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
<oode code="27" codeSystem="2, 16, 840, 1. 113883. 3. 989, 2, L. 1. 15" codeSystemVersion="1.1" displayName="

<value xsiitype="CE" code="E.i.7" codeSystem="2.16. 840, 1. 113883.3.989. 2.1. 1. 11" codeSystemVersion="2.

{!— E.i.7: Dutcome of Reaction / Event at the Time of Last Observation #2 —»
</abservation>
</outboundRelationship2>
<outboundRelationship? typeCade="PERT™>
{observation classCede="0BS” moodCode="EVN™>
<code code="11" codeSystem="2. 16. §40. 1. 113883, 3, 989, 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName=

<value xsi:type="CE" code="J2.26.1" codeSystemVersion="1.0" codeSystem="%. 16. 840. 1. 113883. 3. 989.5. 1. 3.

<l-- egey2, 26. 1 EIMS 92 —
{/observation> -
{/outbaundRelationship2>
{/observation>
</subject0f2> .
{subject0f2 typeCode="SB]">
{observation classCode="0BS"™ moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8alf-e0ff34430adf />
<eode code="29" codeSysten="2. 16. 840, 1, 113883, 3. 880, 2. 1. 1, 1" codeSystemVersion="1.1" displayName="reaction”/>

{effectivaTime xsi:type="IVL_TS™>
<high value="201012017/>
¢l E.i.5! Date of End of Reaction / Event #3 —
{/effectiveTime> - .
<value xsiitype="CE” code="E. i.2.1b" codeSystem="2. 16. 840, 1, 113883, 6. 163" codeSystemVersion="E. i. 2. 1a™>
(}+~ E.1.2.1a: MedDRA Version for Reaction / Event #3 —>
{}— E.i.2.1b: Reaction / Event (MedDRA code) #3 —>
{originalText>E. i. 1. la</originalText>
{!— B.i.1.1a! Reaction / Bvent as Reported by the Primary Source in Native Language #3 —>
</value>
<outboundRelationship2 typeCede="PERT">
{observation classCode="0BS” moodCode="EVN">
" code code="27" codeSystem="2. 16. 840. 1, [13883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="

<value xsiitype="CE" code="E.1i.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 #3 —>

¢/observation®
</outboundRelationship2>



{/observation>
{/subjectOf2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN™>
<id root="2e99840f-08b4-409c-BOFf-dd8415F4f8a5"/>
{code code="29" codeSysterm="2.16. 840. 1. 113883, 3, 989. 2, 1 1. 19" codeSystemVersion="1. 1" displayName="reaction”/>

<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS™>
Clow value="20090101"/>
<{~- E.i.4: Date of Start of Reaction / Event f4 —>
<high value="20101201"/>
{l— E.1i.5: Date of End of Reactich / Event #4 —> '
{/comp>
<comp xsiitype="IVL_TS" operator= A >
{/comp>
{/effectivelime>
<value xsi:type="CE" code="E.i.Z2. 1b" codeSystem="2, 16, 840, 1, 113883, 6. 163" codeSystemVersion="E. i.2, la*>
¢!— E.i.2. la: MedDRA Version for Reaction / Event #4 —
¢!— E.1.2, 1b: Reaction / Event (MedDRA code) #4 —>
<originalTextDE. i. 1. 1a{/originalText> )
<!—— E.i. 1. la: Reaction / Event as Reported by the Primary Source in Native Language 84 —>
</value>
<outboundRelationship2 typeCode="PERT™>
{observation classCede="CES" moodCode="EVN™>
<code code="27" codeSystem="2. 16.840. 1. 113883, 3, 989, 2. L. 1. 19" codeSystemVersion="1.1" displayName="

outcome”/>
{value xsi:type="CE" code="E.i.7” cedeSystem="2.16.540. 1. 113683.3,989. 2. 1. 1. 117 codeSystemVersion="2.
0"/
<l— E.i.7: Qutcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation>
{/outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="5B]">
{observation classCode="0BS" moodCode="EVN™>
<id root="1071064c-cf10~4a3b-83c1-34f9ddbTeabid” /> .
<eode code="28" codeSysten="2. 16. 840. 1. 113883. 3, 989, 2. 1, 1. 19" codeSystemVersion="1, 1" displayName="reaction”/>
<affectiveTime xsi:type="IVL_TS™>
Clow value="20090101%/>
{l— E.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTine>
<yalue xsi:type="CE” codeu E.i.2 16" codeSystem="2. 16. 840, ), 113883, 6. 163" codeSystenVersion="E. 1. 2. 1a">
<!— E.i.Z2.1a: MedDRA Version for Reaction / Event #5 —>
{!— E.i.2, 1b: Reaction / Event (MedDRA code) #5 —
CoriginalText>E. i. L. la{/originalText>
<l-- E.i. 1. la: Reaction / Event as Reported by the Primary Soutce in Native Language #5 —>
</value>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EYN™>
{code code="21" codeSystem="2. 16, §40. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="
outcome” />
{value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1, 11”7 codeSystemVersion="2.
0"/>
{!— E.i.7: Qutcome of Reaction / Event at the Time of Last Observation #56 —>
</observation>
</outboundRelaticnship2>
{/observation>
</subject0f2>
{subject0f2 typeCode="SB]™>
{observation classCode="0BS" moodCode="EVN™>
<id root="1f927283-10b6-4334-9d43-e025640fb18E"/>
<eode code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>
{effectiveTime xsi:type="IVL_TS™>
<¢high value="20090101°/>
{!— B.i.4: Date of Start of Reaction / Event %6 —>
{/effectiveTime>
<value xsiitype="CE" code="E.1i.Z2. It" codeSystem="2.16. 840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1la™>
¢!— E.i.2 la: MedDRA Version for Reaction / Event #6 —>
<!-- E.i.2.1b: Reaction / Event (MedDRA code) #§ —
<originalText>E. i. L. la{/originalText>
<{!— E.i.l.la: Reactich / EBvent as Reported by the Primary Source in Native Language H#5 —>
</value>
<outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN™> .
{code code="27" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" cadeSystemVersion="1.1" displayName="
outcome”/> '
<value xsi:type="CE" code="E.i.7" codeSystem="2.16.84¢. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
07/

<!~ E.i.7: Outcome of Reaction / Event at the Time of Last Cbservation #6 —>
{/observation>
, {/outboundRelationshipZ>



{/observation?
</sub ject0f2>
<subject0f2 typeCode="SBJ">
{abservation classCode="0BS" moodCode="EVN™>
<id root="e0342069-38be-423£f-b6bb-ce14hc279d8e” />
{code code="28" codeSystem="2.16. 840. 1. 113883.3.989. 2. 1, 1, 19" codeSystemVersion="1. 1" displayName="reactiocn”/>

{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 #7 —>
¢!~ E.i.2.1b: Reaction / Event {MedDRA’ code) #7 —>
{originalText’E. i. 1. la{/originallext>
¢!— E.i. 1. la: Reaction / Event as Reported by the Primary Source in Native Language #7 —
</value>
<outboundRelationship? typeCode="PERT™>
<observation classCode="0B5" moodCode="EVN™>
<code code="27" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 18" codeSystenVersion="1. 1" displayName="
outcope”/> .
<value xsiitype="CE” code="E. 1. 7" codeSystew="2.16.840. 1. 113883. 3,989, 2. 1. 1. 11" codeSystemVersion="2.
[\ip
<!— E. i, 7! Qutcoms of Reaction / Event at the Time of Last Observation #7 —>
</observation>
</outboundRelationship2>
{/observation>
{/subjectOf2>
<subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
<id root="al5be092-B0T0-426d-af04-6863263443e0” />
{cade code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2, 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="IVL_TS™>
{low value="20090101"/>
{!-~ E.i.4: Date of Start of Reaction / Event #8 —>
</ comp>
{comp xsi:type="IVL_TS" operator="A">
<high value="201012017/>
<l— E.i.5: Date of End of Reaction / Event #8 —
{/comp>
{/effectiveTime>
<value xsi’type="CE" code="E. i.2. 1b" codeSystem="2. 16. 840, 1, 113883. 6. 163" codeSystemVersion="E. i.2.1a™>
<l— E.i.2.1a: MedDRA Version for Reaction / Event #8 —>
{1— B.i.2.1b: Reaction / Event {MedDRA code) #8 ——>
<originalText>E. i. 1. la</originalText>
<!— E.i.1.1la: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
{/value>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="27" codeSystem="2. 16.840. 1. 113883. 3, 80. 2. L. 1. 19" codeSystenVersion="1.1" displayName="
outcome”/>
<value xsiitype="CE” code="E.1i.7" codeSystem="2.16.840.1. 113883.3.989,2,1.1. 11" codeSystenVersion="2.
075 .
¢!— E.i.7: Qutcome of Reaction / Event at the Time of Last Observation #8 —>
</abservation>
</outboundRelationship2>
{/observation>
{/subject0f2>
<subjectOf2 typeCode="5SB]">
<organizer classCode="CATEGORY" moodCode="EVN™>
<code code="4" codeSystem="2. 16. 840, 1, 113883, 3. 989. 2. 1. 1. 20" codeSystenVersion="1.0" displayName="
drugInformation”/> ,
<I—~ 6.k Drug{s) Information (repeat as necessary) #1 —>
<companent typeCode="COMP™>
{substanceAdministration classCode="SBADM™ moodCode="EVN">
<id root="3c91b4d5-2039-4a7a-0c30-67671b0ef9ed"/>
{consumable typeCode="CSH">
<instance0fKind classCode="INST™>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 2¢/name>
{!— G.k. 2.2: Medicinal Preduct Name as Reported by the Primary Source §1 —>
<FormCode code="J2.24.k" codeSystem="2. 16, 840. 1, 113883. 3. 989, 5.1. 3. 2. 1. 13"
codeSystenVersion="1.0" />
<I-- 28672, 24. k BISTER] §1 —
<asManufacturedProduct classCode="MANU">
{subject0f typeCode="SB]">
{approval classCode="GNTRCT™ moedGode="EVN™>
{id extension="G.k.3.17 root="2, 16,840, 1, 113883.3.989.2. 1. 3. 4"/>
{l— G.k.3.1: Authorisation / Application Number &l —>
<holder typeCode="HLD™>
<role classCode="HLD">
<playinglrganization classCode="CRG" determinerCode="INSTANCE">
<name>G. k. 3. 3¢/name>
{!— G.k.3.3: Name of Holder / Applicant #1 —>
</playingOrganization>
{/role>
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</holder>
<author typeCode="AUT"> }
{territorialAuthority classCode="TERR™>
{territory classCode="NAT" determinerCode="INSTANCE">
{code code="G.k. 3.2" codeSysten="1.0.3166.1.2.27/>
<l— G.% 3.2: Country of Authorisation / Application #1 —
{fterritory>
{/territorialAuthority>
</author>
<{/approval®
</subject0f>
<subjectOf typeCode="SB]™>
(characteristic classCode="0BS" moodCode="EVN™>
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2.1. 107
codeSystenVersion="1. 0" displayNeme="HEESEORMES" />
<value xsi:type="CE" code="J2.4.k" codeSystem="2. 16,840, 1, 113883. 3, 988. 5. 1, 3,
2.1.37 codeSystemVersion="1.17/>
<I— @8m]2. 4. k: FIERDFORRES #1 —
{/characteristic>
</subjectOf>
</asManufacturedProduct>
<asNamedEntity>
<pame xml:lang="ja">J2. 23. k{/name>
<1— ea)2.23. k B 4 —
{assigningTerritory>
{code che='J'P' codeSystem="1. 0. 3166. 1.2. 2" />
{/assigningTerritory>
</asNamedEntity>
{ingredient classCode="ACTL"™>
{quantity>
{numerator/>
{denominator value="1"/>
</quantity>
{ingredientSubstance classCede="MMAT” determinerCode="KIND™>
<name>G. k. 2. 3. . 1{/name>
<1— G.k.2.3.1.1: Substance / Specified Substance Name ¥1-1 —>
<asSpecializedKind classCode="GEN™>
<generalizedMaterialKind classCode="MAT" determinerCode="KIND™>
{code code="]2.25 k.r" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2. 1. 17"
codeSystemVersion="1.0" />
<!— 088J2.25. k.r FHORES §1-1 —
</generalizediaterialKind>
<fasSpecializedKind>
</ingredientSubstance?
</ingredient>
<ingredient classCode="ACTI™>
{quantity>
<numerator/>
{denecminator value="1"/>
{/quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name>G, k. 2, 3. r, 1{/name> :
¢}— G.k.2.3.r.1: Substance / Specified Substance Name #1-2 —>
<asSpecializedlind classCode="GEN™>
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
{code code="]2,25.k.r" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2. 1. 17"
codeSystenVersion="1.0" />
<!— 8@8J2.25. k. r RRADES #1-2 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
¢/ingredientSubstance>
</ingredient>
</kind0fPreduct?
{/instanceCfKind>
{/consumable>
CoutboundRelationship? typeCode="COMP™>
{}— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #l1-1 —>
{substanceAdministration classCode="SBADM" moodCode="EVN™>
<{text>G. k. 4. 1. B</text>
<l— G.k 4.1.8: Dosage Text #1-1 —>
<offectiveTime xsi:type="5XPR.TS™>
{comp xsi:type="PIVL_TS™>
<periad value="10" unit="G.k 4.r.3"/>
<l— G.k.4.r.2: Number of Units in the Interval #i-1 —>
{l— G.k.4.1.3: Definition of the Time Interval Unit #1-1 —>
</comp> :
{comp xsiitype="IVL_TS" operator="A">
<low value="20090101"/>

{l— G.k.4.r.4! Date and Time of Start of Drug #1-1 —>
<high value="20080101"/>
<{l-- G.k.4.1.5° Date and Time of Last Administration #1-1 —>
</comp>
{/effectivaTime>

<routeCode codeSystem="2. 16.840.1.113883.3.989.2.1. 1. 147>
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{originalText>G. k. 4. r. 10. 1</originalText>
¢1-- G.k.4.1.10. 1: Route of Administration (free text) #1-1 -
{/routeCode>
{doseQuantity value="10" wnit="%. k. 4.r. 1b"/> *
<l— G.k.4.r. 1a Dose (number) #1-1 ~—>
{l— G.k 4. r.1b: Dose (unit) #$1-1 —>
{/substanceAdministration>
</outboundRelationship2>
{outhoundRelationshipZ typeCode="COMP™>
<t-- G.k.4.x: Dosage and Relevant Information (repeat as necessary) #1-2 —->
{substanceAdministration classCode="SBADH" mocdCode="EVN">
{textdG. k. 4. r. 8¢/ text>
<{I— G.k 4.x.8: Dosage Text #1-2 —>
{effectiveTime xsi:type="SXPR_TS™>
<comp x5i:type="PIVL_TS™>
<period value="10" unit="G. k. 4.r.3"/>
<l~ Gk 4.1.2: Number of Units in the Interval #1-2 -—>
{!— Gk 4.1.3: Definiticn of the Time Interval Unit #i-2 —>
</comp¥
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
{l— G.k.4.%. 4: Date and Time of Start of Drug §1-2 —>
<high value="200901017/>
{|— G.k.4.r.5: Date and Time of Last Administration #1-2 —>
</comp>
</effectiveTime>
{routeCode codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1.1.14™>
<originalText>G. k. 4. r. 10, 1</originalText>
¢{!— G.k.4.1.10. 1! Route of Administration (free text) #1-2 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<I-- G.k. 4.r, la Dose (number} #1-2 —>
{l— G.k.4.1.1b% Dose {unit) #1-2 -
{/substanceAdministration>
{/outboundRelaticnship2>
<outboundRelationship2 typeCode="COMP™>
<{!— 6.k. 4.1 Dosage and Relevant Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. 1. B /textd>
¢|— G.k.4.1.8: Dosage Text #1-3 —>
{effectivelime xsi:type="SXPR_TS™>
<eomp xsi:type="PIVL_15">
{period value="10" unit="G.k.4.r.3"/>
{!— Gk 4.1.2: Number of Units in the Interval §1-3 —>
<{— G.k.4.r.3: Definition of the Time Interval Unit #1-3 —>
</comp? .
Ccomp xsitype="IVL_TS” operator="A">
<low value="20090101"/>
¢l— G.k.4.1.4: Date and Time of Start of Drug #1-3 —>
</comp> -
</effectiveTime>
<routeCode codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 14™>
<originalText>G. k. 4. r. 10, 1</originalText>
<}~ G.k.4.1.10.1: Houte of Administration (free text) #i~3 —>
{/routeCode> '
<doseQuantity value="10" unit="6.k 4.r.1b"/>
{l— G.k.4.r.1a Dose (number) #1-3 —>
{l— G.k.4.x.1b: Dose {unit} #1-3 —>
{/substonceAdwinistration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<{}— G.k.4.r: Dosage and Relevant Information (repeat as necessary) Hl-4 —>
<substanceAdninistration classCode="SBADM" moodCode="EVN">
) Ctext)G. k. 4. r. B</text>
" {4— G.k 4.r.8: Dosage Text #1-4 —>
{effectiveTime xsi:type="SXPR_TS™
<comp xsi:type="PIVL_TS"}
<{period value="10" unit="G.k.4.r.3"/>
{!— &.k. 4.1.2: Number of Units in the Interval #1-4 ——>
<{!— 6.k 4.r.3: Definition of the Time Interval Unit #1-4 —>
</comp>
<eomp Xsi:type="IVL_TS™ operator="A">
<high value="20090101"/>
<!— G.k.4.1.5° Date and Time of Last Adninistration #1-4 —>
</comp>
¢/effectivelime>
<routeCode codeSystem="2. 16, 84{. 1, 113883, 3,989. 2. 1. 1. 14™>
{originalText>G. k. 4, r, 10, 1<{/originalText>
¢!— Gk 4.r.10.1: Route of Administration (free text) #1-4 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<|— G.k 4 r. 1a Dose (number) #l-4 —>
€l-- G. % 4.r. 1b: Dose {unit) #1-4 —>
{/substanceAdministration>
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{/outboundRelationship2>
<outboundRelationship2 typeCede="COMP">
<I— G.k. 4. r: Dosage and Relevant Information (repeat as necessary} #1-5 —>
{substanceAdministration classCode="SBADM™ moodCode="EVN"> /
{text>G. k. 4. 1. 8¢/textd
<=~ G.k 4.1.B: Dosage Text ¥1-5 —>
{effectiveTime xsi!type="SXPR_TS™>
" Kcomp xsi:type="IVL_TS™
<low value="20090101"/>
{!— G.k. 4, r.4: Date and Time of Start of Drug #1-5 —>
<high value="200901017/>
<!-- G.k.4.r.5: Date and Time of Last Administration #1-5 —>
</comp>
<comp xsi:type="IVL_TS" operator="A">
</comp>
{/effectiveTine> ,
<routeCode codeSystem="2. 16, 840. 1. 113883.3.989.2. 1. 1. 14™>
<originalText>G. k. 4. 1. 10. 1</originalText>
<l— G.k.4.1.10. 1: Route of Adeinistration (free text} #1-5 —>
</routeCade>
{doseQuantity value="10" unit="G. k. 4.r. 1b"/> ’ '
{}— G.k 4.7 Ia Dose (number} #1-5 —>
<I-- G.k.4.7.1b: Dose (unit) #1-5 —>
{/substanceAdministration>
{/outboundRelationship2>
<putboundielaticnship? typeCode="COMP™> . :
¢}~ 6.k 4.r: Dosage and Relevant Information {repeat as necessary} #1-6 —>
(substanceAdministration classCede="SBADN™ moodCode="EVN™>
{textdC. k. 4. r. 8{/text>
¢l-- 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.4.1.3"/>
¢l— G.k.4.1.2: Number of Units in the Interval #1-6 —>
<l— G.k.4.r.3: Definition of the Time Interval Unit #1-6 —>
</comp>
<comp xsi:type="IVL 15" operator="A">
<low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #1-6 —>
</comp?
<comp xsiitype="IVL_TS™ operator="A"»
<high value="200001017/>
{l— G.k.4.1.5: Date and Time of Last Administration #1-6 —>
{/comp> :
{/effectiveTime>
<routeCode codeSystem="2. 16, 840, 1, 113883, 3,989, 2. 1. 1. 147>
<originalText>G. k. 4. r. 10. I{/originalText>
¢!— Gl 4.7, 10. L: Route of Adninistration (free text) #1-6 —>
{/routeCode>
<doseQuantity value="10" uwnit="G. k. 4.1. 1b"/>
<I-- 6.k.4.r. 1a Dose (number) #1-1 —>
{I— Gk 4.r.1b: Dose {unit) #1-1 —>
{/substanceAdministration>
</outboundRelationship2>
{outkotndRelationship2 typeCode="COMP™>
<l— G.k.4.r: Dosage and Relevant Information {repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<textdG k. 4. 1. B</text>
{I-- 6.k 4.r.8: Dosage Text #1-7 —>
{effectiveTime xsi:type="SXPR.TS™>
{comp xsiitype="IVL_TS">
<low value="20090101"/>
{!I— G.k 4 r.4: Date and Time of Start of Drug #1-7 —>
{fcomp>
<comp xsi:type="IVL_TS" operator="A">
<high value="20090101"/>
{!— G.k.4.r.5: Date and Time of Last Administration #1-7 —
</comp>
{feffectiveTime>
{routeCode codeSystem="2.16.840.1.113883.3.0889.2.1,1, 147>
<originalText>G. k. 4. r. 10. 1</originalText>
¢!— G.l. 4. 1. 10. 1: Route of Adninistration (free text) #1-7 —>
{/routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
<!~ Gk 4.r la 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" cedeSystem="2, 16, 840. 1. 113883, 3,989, 2. I, 1. 19" codeSystemVersion="F. 17

displayName="recurrance0fReaction”™/>
<value xs5iitype="CE” code="G.k. 9. i.4" codeSystem="2. 16, 840, 1. 113683, 3. 989, 2. 1, 1. 16"
codeSystenVersion="2.0"/>
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<|-- G.k.9.i. 4! Did Reaction Recur on Re-administration? Drug #1, Reaction #1 —
<outhoundRelationshipl typeCode="REFR™>
<actReference ¢lassCode="0BS" moodCode="EVN™>
<id root="154¢b889-958b-45f2-a02f-42d4d6f4657C" />
</actReference>
{/outboundRelationshipl>
</observation>
</outboundRelaticnship2>
<outboundRelationship2 typeCode="PERT™>
{observation elassCode="0BS" moodCode="EVN™>
{code code="31" codeSystem="2, 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="recurranceOfReaction”/>
<value xsi:type="CE" code="G.k.9.1i.4" codeSystem="2. 16, 840, 1, 113883. 3,985, 2. 1. 1, 16"
codeSystenVersion="2. 0" /> :
¢|— G.le.9.1. 4 Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
{cutboundRelationshipl typeCode="REFR™>
{actReference classCode="0BS" moodCode="EVN™>
<id root="2baa28d6-cYe8-debc-93e0-5bB60L314220" />
</actReference>
</outboundRelaticnshipi>
{/observation>
{/outboundRelationship2>
{/substanceAdministration>
</component>
<l— G.k Drug(s) Information (repeat as necessary) #2 —>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode="EVN">
<id root="68d6f5ce-2b3b-45c7-02dd-69e06730c3a0" />
{consumable typeCode="CSM™> .
<instance(fKind classCade="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<name’>G. k. 2. 2¢/name> .
<l~~ G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
{formCode code="J2.24.k" codeSystem="2.16.840. 1. 113883, 3,989,5,1.3.2.1.13"
codeSystenVersion="1.07 />
<)— 88872, 24, k MEFER #2 —>
<asManufacturedProduct classCode="MANL™>
<subjectOf typeCode="SBY™>
<approval classCode="CNIRCT™ moodCode="EVN">
<id extension="G.k.3.1” root="2. 16. 840. 1, 113883.3.989.2.1.3. 4"/
¢<}— 6.k 3.1 Authorisation / Application Number #2 —>
<holder typeCode="HLD™>
<role c¢lassCode="HLD™>
<playingOrganization classCode="0RG" determinerCode="INSTANCE™>
<name>0. k. 3. 3¢/name>
¢l— 6.k 3.3: Name of Halder / Applicant #2 —>
</playingOrganization>
</rele>
{/holdex>
{author typeCode="AUT">
<territorialAuthority classCode="TERR">
{territory classCode="NAT" determinerCode="INSTANCE™>
{code code="G.k.3. 27 codeSystem="1. 0. 3166.1.2.27/>
<l-~ G.k.3.2: Country of Authorisation / Application #2 —>
</territory>
{/territorialfuthority>
{/author>
</approval>
</subjectOf>
{subjectOf typeCode="SB]™>
{characteristic classCode="0BS" moodCode="EVN™>
<code code="1" codeSystem="Z. 16.840. 1. 113883.3.989.5. 1. 2. 2. 1. 10"
codeSystemVersion="1, 0" displayName="HiEELEORRES"/>
{value xsi:type="CE” code="J2.4 k" codeSystem="2. 16.840, 1, 113883, 3.989. 5. 1. 3.
2.1.3" codeSysteaVersion="1.17/>
<I— gge)2. 4. k: HERSEORRES #2 —
. {/characteristic>
</sub ject0Of>
</asManufacturedPraoduct>
<asNamedEntity>
<name zml:lang="ja">J2.23. k¢/name>
<l— @eaje. 23. k BH5 2 —
<assigningTerritory>
{code code="JP" codeSystem="1.0.3166.1.2.2" />
{/assigningTerritory>
</nsNamedEntity>
<ingredient classCode="ACTI">
{quantity>
{numerator/>
{denominator value="1"/>
</yuantity> '
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 3. r. 1</name>
<~- G.k.2.3.1.1: Substance / Specified Substance Name #2-1 —>
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<asSpecializedKind classCode="GEN">
{generalizeddaterialKind classCode="MAT™ determinerCode="KIND™>
<code code="J2,25. k. r” codeSysten="2. 16,840, 1. 113883, 3.689.5, 1.3, 2. 1. L7”
codeSystemVersion="1.0" />
<I— 888J2.25. k.r ADES #2-1 —>
{/generalizediaterialKind>
¢/asSpecializedKind>
</ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI™>
{quantity>
{numerator/>
{denominator value="1"/>
fquantity>
{IngredientSubstance classCade="MMAT" determinerfode="KIND">
<name>G. k. 2. 3. r. 1</name>
{]— G.k 2.3.r.1: Substance / Specified Substance Name #2-2 —>
<asSpecializedRind classCode="GEN">
<generalizedMaterialKind classCode="MAT" determinerCode="KIND">
: <code code="J2.25. k. r" codeSystem="2.16. 840, 1. 113883. 3.989.5.1.3. 2. L. k7"
codeSystenVersien="1.0" /> ‘
<l— @eeJ. 25.k.r REMES #2-2 —
{/generalizedfaterialKind>
</asSpecializedRind>
{/ingredientSubstance>
</ingredient>
</kind0fProduct>
¢/instance0fKind>
{/consunable® ’
<outboundRelationship? typeCode="COMP™>
<l=~ G.k. 4.1 : Dosage and Relavant Information (repeat as necessary) #2-1 ~~>
{substanceAdninistration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. B/ text>
¢!— G.k.4.1.8: Dosage Text #2-1 —>
<effectiveTime xsi:type="IVL_TS™>
<low value="200001017/>
<l— G.k. 4.7.4: Date and Time of Start of Drug #2-1 —>
<high value="200901017/>
<l=- G.k.4.7.5: Date and Time of Last Administration §2-1 —>
{feffectiveline - )
{routeCode codeSystem="2, 16, 840, 1. 113883.3.989. 2. 1. 1. 147>
<originalText>G. k. 4. . 10. 1</originalText>
<I— G.k.4.1. 19, 1; Route of Administration (free text} #2-1 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
¢l— G. k 4.r. la Dose (nuwber) #2-1 —
{l— G.k.4.r.1b: Dese (unit) #2-1 —
{/substanceAdministration>
{/eutboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢1— G.k.4.r: Dosage and Relevant Information (repeat as necessary} #2-2 —>
{substanceAdministration elassCode="SBADH™ moodCode="EVN">
<text>G. k. 4. r. 8{/text>
£~ G. k. 4.x.8' Dosage Text #2-2 —>
<effectiveTime xsi:iype="IVL_TS™
<low value="20090101"/>
“¢!— G.k.4.1.4: Date and Time of Start of Drug #2-2 —>
<feffectiveTime>
{reuteCede codéSystem="2.16.840. 1. 113883, 3.689.2. 1. 1. 14™>
<originalText>G. k. 4. 1. 10. 1</originalText>
<|-- G.k.4.1.10, 1! Route of Aduinistration {(free text) #2-2 ~=>
</routeCode>
{doseQuantity value="10" unit="G.k 4.r.1bv"/>
{!— G.k 4.r. 1a Dose (nuwber) K2-2 —>
{l— G.k. 4.r.1b: Dose (unit} #2-2 —
{/substanceAdministration>
</outboundRelationship2>
\ <outboundRelationship2 typeCode="COMP™>
{!— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM” moodCade="EVN™>
Ctext>G. k. 4. 1. 8</text>
¢l—— 6.k 4.r.8: Dosage Text H2-3 -->
<effectiveTime xsiitype="IVL_TS™>
<high value="20090101"/>
!— G.k. 4.r.5: Date and Time of Last Administration #2-3 —>
<feffectiveTire> : .
{routeCode codeSystem="2. 16. 840. 1. 113883.3.989.2.1. 1. 14">
{originalText>G k. 4. r. 10, 1</originalText>
<! 6.k 4.1.10.1: Route of Administraticn (free text) #2-3 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r, 16"/>
¢!— G.k. 4.r. 1a Dose {number) #2-3 —>
<!-- G,k 4.1.1b; Dose (unit) #2-3 —>
{/substanceAdministration>
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{foutboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<l-- G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-4 ~>
{substanceAdministration classCode="SBADM™ moodCode="EVN">
{text>G. k. 4. r. B</text>
<!— G.k. 4.1, 8: Dosage Text #2-4 —>
{effectiveTime xsi:type="SXPR_IS™>
<comp xsiitype="PIVL_TS™>
{period value="10" unit="G.k.4.1.37/>
¢!— G.k. 4.r.2: Nuwber of Units in the Interval #2-4 —>
¢!— G.k 4.r.3: Definition of the Time Interval Unit H2-4 —>
</comp> :
<comp xsi:type="IVL_TS™ operator="A">
(lew value="200901017/>
(!— G.k. 4.r.4: Date and Time of Start of Drug #2-4 —>
</comp>
</effectiveTime>
{reuteCode codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 14™>
<originalText>G. k. 4. 1. 10, 1</originalText>
{— G.k.4.r.10.1: Route of Administration {free text) #z—4 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.x. 1t"/>
<I— G.k.4.r.1a Dose (number) H2-4 —>
<l-- G.k.4.7.1b: Dose (unit) #2-4 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
<}— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —
{substanceddministration classCode="SBADM™ moodCode="EVN">
Ctext?G. k. 4. 1. 8</text>
{I— G.k 4.r.8: Dosage Text #2-5 —>
{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 #2-5 —>
{l— G.k.4.r.3: Definition of the Time Interval Unit #2-5 —>
</comp>

{comp xsi:type="IVL_TS" operater="A">
<high value="200901017/>
{!— G.k. 4. r.5: Date and Time of Last Administration #2-5 —>
</comp> :
</effectiveTime>
<routeCode codeSystem="2. 16.840. 1, 113883, 3. 989, 2. 1. L. 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
<l-- G.k.4.1.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.1, 1b"/>
<!— 6.k.4.r. 1a Dose (vumber) #2-5 —>
<!-- 6. k. 4.1r. 1b: Dose (unit) #2-5 —>
</substanceAdministration®
{/outboundRelationship2>
{autboundRelationshipZ typeCode="COMP™>
<l-— G.k.4. 17 Dosage and Relevant Information (repeat as necessary} #2-6 —>
CsubstanceAdninistration classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. 1. 8¢/ text>
<~ G. k. 4.7.8: Dosage Text #2-6 —>
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k.4.1.3"/>
¢!— Gk 4.r.2: Number of Units in the Interval #2-6 —>
<!~ G.k.4.1.3! Definition of the Time Interval Unit #2-56 —>
</comp>
<comp xsi:type="IVL_TS" operator="A">
</comp>
{feffectiveTime>
<routeCode codeSysten="2. 16.840. 1. 112883.3,989.2. L. L. 14™>
<originaiText>G. k. 4. r. 10. 1{/originalText>
<l— G.k.4.1.10. 17 Route of Administration (free text) #2-6 —>
</routeCode>
{doseQuantity value="10" unit="G.k.d4.r. 16"/
{!— G.k.4.1. la Dose (number) #2-6 —>
<I— G.k 4.1, 1b: Dose (unit) #2-6 —>
</svhstanceAdministration>
{/outboundRelaticnship2>
{outboundRelationship2 typeCode="COMP™>
<!— G.k.4.r! Dosage and Relevant Information {repeat as necessary) #2-7 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
(text>G. k. 4. r. B/ text>
<l— G. k. 4.r.8: Dosage Text #2-7 —>
CeffectiveTime xsi:type="PIVL_TS"™>
<period value="10" unit="G.k.4.r.3"/>
<l— G. k. 4. 1. 27 Number of Units in the Interval #2-7 —>
<l— G.k.4.r.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime>
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{routeCode codeSystem="2. 16. 840. 1. 113883, 3, 689, 2,1, 1, 14™>
<originalText>G. k. 4. r. 10. 1{/originalText>
{!— G. k. 4.1.10.1: Route of Administration {free text) #2-7 —>
</routeCode>
{doseQuantity value="10" unit="G. k. 4.r.1b"/>
{l— G.k.4.1. la Dose (number) #2-7 ——>
{l— G.k4.r. 1b: Dose (unit) #2-7 —>
{/substanceAdministration>
{/outboundRelationship2>
<outbaundRelationship2 iypeCode="COMP™>
<{l— 6.k 4.r: Dosage and Relevant Information (repest as necessary) #2-8 —>
{substanceAdminisiration classCode="SBADM™ moadCode="EVN">
C(text>G. k. 4. 1. 8</text>
{l— G. k. 4.x,8: Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<I~~ G,k 4. r.4: Date and Time of Start of Drug #2-8 —
{/effectivelime>
<routeCode codeSystem="2.16.840.1.113883.3.989./2. 1, 1. 147>
<originalText>G. k. 4. r. 10. 1</originalText>
{I— G.% 4.1r.10.1: Route of Administration (free text) #2-8 —>
</routeCode>
<doseQuantity value="10" unit="G, k.4.r, 1b"/>
<I— G.k. 4.1, 1a Dose (number) #2-8 —>
{l— G.k.4.1.1b: Dose {unit) #2-8 -—>
{/substanceAdministration>
{/outboundRelat ionship2>
{outboundRelationship2 typeCode="COME™>
{l—— G.k. 4.1r: Dosage and Relevant Information (repeat as necessary) #2-9 —>
{substanceAdninistration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. 1. B{/text>
¢I~= G, k.4.1.8: Dosoge Text #2-0 —>
{effectivelime xsi!type="IVL_TS™>
<high value="20090101"/>
¢I— G.k.4.1.5: Date and Time of Last Administration #2-9 —>
{/effectiveTime>
<routeCode codeSystem="2.16, 8B40, 1. 113883.3.989. 2, E. 1. 147>
<originalText>G. k. 4. r. 10. 1</originalText>
{I— G.k.4.1.10.1: Route of Administration (free text) #2-9 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.1.1b"/>
<l G.k.4.r. la Dose (number) #2-9 —>
{!— G. k. 4.r.1b: Dose {unit) #2-9 —>
{/substanceddninistration>
¢/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢{l— G.k. 4.r: Dosage and Relevant Information {repeat as necessary) #2-10 -—>
{substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. r. 8{/text>
{!— 6. k. 4.r.8: Dosage Text #2-10 -->
<effectiveTime xsi:type="IVL_TS™>
{/effectiveTime>
<routeCode codeSystem="2, 16.840. 1, 113883, 3.989. 2. 1. L. 14™>
<originalText>G. k. 4. 1. 10. I</originalText>
<l— G.k 4.1 10.1: Route of Administration (free text) #2-10 -—>
</routeCode> '
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
<l— G.k.4.r. la Dose (number) #2-10 —
{I— G. k. 4.1. 1b: Dose {unit) #2-10 —>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" mocdCode="EVN™> -
{code code="31" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="recurranceOfReaction™/>
{value xsiitype="CE” code="G.k 9.1.4" codeSysten="2. 16, 840. 1. 113883. 3.980. 2. 1. 1. 16"
codeSystenVersion="2, 07 />
{!— G.k.9.1.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
<outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" mocdCode="EVN">
{id root="154eb885-458b~45f2~a02f-42d4d6T4657E" />
</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" codeSystenVersion="1,1"
displayName="recurrance0fReaction”/> o
<value xsiitype="CE" code="G.k.9.1i.4" codeSystem="2. 16.840. 1, 113883. 3,589.2,1.1. 16"
codeSysteuVersion="2. 0"/>
<!-- 6.k.9.i.4: Did Reaction Recur on Re-adwinistration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR"™>
{actReference classCode="0BS" mocdCode="EVN™>
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interventionCharacterization”/>

<id root="2baa28d6~cPe8-4efic—03e9-5b8H0L314220" />
{/actReference>
</outboundRelationshipl>
</observation>
</outboundRkelationship2>
{/substanceAdministration>
</component?
{/organizer>
{/subject0f2>
</primaryRole>
{/subjectl>
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EWN">
{code code="20" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi+type="CE” code="G. k. 1" codeSystem="2, [6. 840. 1. 113883, 3, 689. 2. 1. L. 137 codeSystenVersion="2.0"/>
{!-- G.k.1! Characterisation of Drug Role Drug #1 -~
<subject2 typeCode="SUBJ]™>
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3c91b4d5-e039-4a7a~9c30~-676T1b0efSed™/>
</productUseReference>
{/suhject2>
{/causalityAssessment>
</component>
{component typeCode="COMP™>
{causalityAssessment classCods="0BS" moodCode="EVN™>
<code code="20" codeSystew="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

interventionCharacterization”/>

sourceReporter”/>

A RTH

“H

<value xsi:type="CE” code="G.k.1" codeSystem="2, 16. 840. 1. 113883. 3. 980. 2. 1. 1. 13" codeSystenVersion="2.0"/>
{l== Gk 1: Cheracterisation of Drug Rele Drug #2 —>
<stbject2 typeCode="SUB]"> '
{productUseReference classCode="SBADM” moodCode="EVN™>
¢id root="68d6f5ce~3b3b-45¢c7-02dd-69e06730c3a9" />
{/productUseReference)
</subject2>
</causalityAssessment?
{feomponent>
{componentl typeCode="COMP">
{observationEvent classCode="0BS" mocdCode="EVN™>
{cade code="10" cedeSystem="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™>
¢assignedfntity classCode="ASSIGNED">
{code code="3" codeSystem="2. 16.840, 1. 113883. 3.989. 2. 1. 1. 21" codeSystemVersion="1, 0" displayName="

{/assignedEntity>
</author>
</obsgervationBvent>
</componentl>
<componentl typeCode="COMP™>
- {observationEvent classCode="0BS" moodCode="EVN™>
{code code="10" codeSystem="2. 16, 840, 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED™>H. 4</value>
{!— H 4: Sender’ s Comments —>
<author typeCede="AUT™>
CagsignedBntity classCode="ASSIGNED™>
{code code="1" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 21" codeSystemVersion="1. 0" displayName="sender”/>
{/assignedEntity>
</author>
{/observationEvent>
</compenentl>
<componentl typeCode="COMP">
<observationEvent classCode="08S" moodCode="EVN">
<code code="3" codeSystem="2.16.840. L. 113883, 3. 9889, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayNeme="RETizi+ 5=

<value xsi:type="ED">J2. 7. 2¢{/valued
<I— @8BJ2.7.2: RETIZATHIAY P —>
{/chservationEvent>
</component1>
<componentl typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EWN"> B
{code cede="5" codeSystem="2, 16. 840. 1. 113883, 3. 989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="$#&O%F"/>
<value xsi:type="ED">]J2.10</value>
<— 888J2. 10: SBOFE —
{/observationEvent>
</componently
(component] typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EVN™>
<eode code="6" codeSystem="2. 16, 840, 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1,0" displayName="+ Ofli# SR IHE

<value xsi:type="ED">JZ. 11</value>
<I— @eqJz. 11: EoiisEFERE >

{/observationEvent, .
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{/conponentl>
{componentl typeCode="COMP™>
<observationEvent classCode="CBS" moodCode="BVN">
{code code="12" codeSystew="2. 16. 844. 1. 113883, 3.989.5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="#2HR7ADEA"

{value xsi:type="ED">]J2, 16</value>
<1 egeJ2. 16: MEREOES —
{/observationEvent>
{/component1>
{/adverseEventAssessment>
{/component>
{component typeCode="COMP"> b
<observationEvent classCode="0BS" moodCode="EVN™>
{code code="1" codeSystem="2.16.840. 1. 113883.3. 989, 2,1, 1, 18" codeSystenVersion="1.1" displayName="

additionalDocumentsdvailable”/>

{value xsi:type="BL" value="true”/>
¢}— C.1.6.1: Are Additienal Documents Available? —>
{/observationEvent> .
</component>
{compenent typeCode="COMP™>
<cbservationEvent classCode="0BS" moodCode="EVN"> -
{code code="23" codeSystem="2. 16, 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="localCriteriaForExpedited”/

<value xsi:type="BL" value="true"/>
<!~ C.1.7: Does This Case Fulfil the Local {riteria for an Expedited Report? —
</observationEvent>
<focomponent>
{outboundRelationship typeCode="SPRT">
{relatedInvestigation classCode="INVSTG™ moodCode="EVN™>
¢code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 22" codeSystenVersion="1.0" displayName="initialReport™/>
{subject0f2 typeCede="SUBJ">
{controlActEvent classCode="CACT" moodCode="EVN">
<author typeCode="AUT™>
{assignedEntity classCode="ASSIGNED™> .
{code code="C.1.8.2" codeSysten="2. 16.340. 1. 113883. 3. 989, 2, 1. 1. 3" codeSystenVersion="2.0"/>
<!-- (.1.8.2: First Sender of This Case —>
{/assignedEntity>
{/author>
{/controlAciEvent)
</subject0f2>
{/relatedInvestigation>
{/outhoundRelaticnship>
{outboundRelationship typeCode="SPRT">
{relatedInvestigation classCode="INVSTG" mocdCode="EVN">
<{code nullFlavor="NA"/>
{subjectOf2 typeCode="SUB]™>
<controlActEvent classCode="CACT” moodCode="EVN")>
<id extension="C.1.10.r" root="2. 16.840.1.113883.3.989.2, 1,3, 2"/>
<!+~ C.1.10.1: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
</controlActEvent>
{/subjectOf2>
</relatedInvestigation>
{/outboundRelationship>
<outboundRelationship typeCode="SPRI"™>
<relatedInvestigation classCode="INVSTG™ moodCode="EVN">
{code nuliFlaver="NA"/>
{subject0f2 typeCode="SUB]">
<controlictEvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.r" roet="2, 16, 840. 1. 113883, 3.980. 2. 1. 3.2"/>
{!— €. 1.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 ~-)
{/controlActEvent> .
¢/sub ject0f2> :
</relatedInvestigation>
</outboundRelationship> -
{outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG" moodCode="EVN™>
{code code="2" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 22" codeSystemVersion="1.0" displayName="scurceReport”/>
{subject0f2 typeCode="SUB]™>
{controlictEvent classCode="CACT" moodCode="EVN™>
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED™>
{assignedPerson classCode="PSN" determinerCede="INSTANCE™>
{asldentifiedEntity classCode="IDENT">
<code code="J2.27.r" codeSystew="2. 16.840. 1. 113883, 3, 989. 5.1, 3. 2. 1. 15" codeSystenVersion="L.0" />
l— @daJ2. 27.r BRI Z 5 #1—>
</asIdentifiedEntity>
{asldentifiedEntity classCode="TIDENT™>
{code code="]2, 29, 1" codeSystem="2. 16. 840, 1. 113883, 3,989. 5. 1. 3. 2. 1. 9° codeSystemVersion="1.0"/>
<1— 22@J2.29.r IHHAET #1
¢/asldentifiedEntity>
{aslocatedBntity classCode="LOCE™>
<location classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="C.2.1.3" codeSystem="1,0, 3166, 1. 2. 2*/>
<l1— C.2.r.3: Reporter’s Country Code #1 —>

.
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</location®
{fasLocatedEntity>
{/aszignedPerson>
{/assignedEntity>
<{/author>
{/controlActEvent>
</sub ject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT™>
{relatedInvestigation classCode="INVSTG" moodCode="EVN™>
<eode code="2" codeSystew="2.16. 840. 1. 113883. 3. 989. 2. 1. 1, 22" codeSystenVersion="1.0" displayName="sourceReport™/>
{subjectDf2 typeCode="SUBJ™>
<controlActEvent classCode="CACT™ moocdCode="EVN™>
<author typeCode="AUT">
<{assignedEntity classCode="ASSIGNED">
{assignedPerson classCode="PSN" determinerCode="INSTANCE™>
{asldentifiedEntity classCode="IDENT™>
{code code="J2, 27. 1" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3. 2. 1. 15" codeSystenVersion="1.0" />
- @8eJ2.27.r AfF7 T #2—>
{/asldentifiedEntity>
<asldentifiedEntity classCode="IDENT™>

{code code="J2,29. 1" codeSystem="2. 16. 840. 1. 113883, 3. 989, 5. 1. 3. 2. 1. 0" codeSystemVersion="1. 0°/>
<1— 808]2.20.r HEAET #2
</asIdentifiedEntity>

<asLocatedEntity classCode="I.0CE™>
{loeation classCode="COUNIRY” determinerCode="INSTANCE™>
<code code="C.2.1.3" codeSysten="1.0.3166.1.2.2"/>
(= .2, 1.3: Reporter’s Country Code #2 —>
¢/location?
{/aslocatedEntity>
{/assignedPerson>
{/assignedEntity>
{/author>
{/controlactEvent>
</subject0f2>
{/relatedInvestigation>
{/outboundRelaticnshin>
{subjectOf] typeCode="SUBJ">
<controlActEvent classCade="CACT" moodCode="EVN">
<author typeCode="AUT™>
<assignedBntity classCode="ASSIGNED™>
{code code="C.3.1" codeSystem="2.16.840, 1. 113883.3.989.2. 1. 1. 7" codeSystenVersion="2.0"/>
¢}— C.3.1: Sender Type —>
{addr>
{streetAddressline>C, 3. 4. 1</streetAddressLine>
<l-- (. 3.4.1: Sender's Street Address —>
{city>C. 3. 4. 2¢/city>
(1w, 3. 4.2 Sender’s City —>
{state)C. 3. 4. 3{/state>
<1— C.3.4.3: Sender's State or Province —>
{postalCode>C. 3. 4. 4{/postalCode>
<1-- €. 3.4.4: Sender’s Postcode —>
<faddr>
Ctelecom value="tel:(.3.4.67/>
<l— C.3.4.6: Sender' s Telephone —>
{telecom value="fax:C.3.4.7°/>
<l— C.8.4.7: Sender's Fax —>
<assignedPerson classCode="PSN" determinerCode="INSTANCE™>
<name>
<prefix>C. 3. 3. 2</prefix>
<!-— C.3.3.2: Sender’'s Title —
<given>C. 3. 3. 3{/given>
{l—— C.3.3.3: Sender’s Given Name —->
<given>C. 3. 3. 4<{/given>
¢l~~ C.3.3.4: Sender’ s Widdle Name —
<family>C. 3. 3. 5</family>
<l— C.3.3.5: Sender's Family Name —>
{/name>
<asLocatedEntity classCode="LOCE™>
{location classCode="COUNTRY” determinerCode="INSTANCE™>
{cade code="C.3.4.5” codeSystem="1.0. 3166. 1. 2.2%/>
¢!— C.3.4.5¢ Sender’s Country Code —>
</location>
{/aslocatedEntity>
{fassignedPerson>
{representedOrganization classCode="0RG" determinerCode="INSTANCE">
<assighedBntity classCode="ASSIGNED™>
{representedOrganization classCode="0RG" determinerCode="INSTANCE">
{name>C. 3. 2</name>
¢l— €. 3.2 Sender’s Organisation —>
</representedOrganization>
</assignedEntity>
{/representedDrganization®
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{/assignedEntity>
</author>
¢primaryInformationRecipient typeCode="FRCP">
CassignedEntity classCode="ASSIGNED™>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
<name>
<prefix>]2. 18. 2¢/prefix>
<|— apajz. 18.2: Z{EH HEE —
{family>J2. 18, 3</family>
<l— @e@Jz.18.3: ZEHE M —
<{given>J2. 18. &/given>
<l— 888]2.18.4: Rid%E £H —
</name>
{/assignedPerson>
{representedOrganization classCode="0RG™ determinerCode="INSTANCE™>
<name>J2. 18. 1<{/name>
<I— geejz.18.1: 2EE ML —
</representedOrganization’
{/assignedEntity>
{/primaryInformationRecipient>
</controlActEvent>
</subjectOf1>
{subject0f] typaCode="SUB]">
<controlActEvent classCode="CACT” moodCode="EVN™>

<id assigningAuthoritiyName="C.1.9.1.r.1" extension="C.1.9.l.r.2" root="2.16. 840. 1. 113883, 3,989, 2, 1.3.3"/>
! C. 1.9 1r1: Source(s) of the Case Identifier (repeat as necessary) #l —>
d— . 1,9, 1.1. 2 Case Identifier(s) #1 —
. {/controlActEvent>
</subjectOf1>

<subjectOfl typeCode="SUB]">
<controlActEvent classCode="CACT” moodCode="EVN"> '
{id assigningAuthorityName="C.1.8.1.r. 17 extension="C. 1.9.1. 1. 2" root="2.16. 840. 1. 113883, 3.989.2.1.3.3"/>

4-- € 1.9.L.1.17 Source(s) of the Case Identifier (repeat as necessary) #2 —>
(!— C.1.9.1.x. 2 Case Identifier(s) #2 —>
{/controlActEvent>
{/subject0f1>

{subjectOf? typeCode="SUB]">
<investigationCharacteristic classCode="0BS" moodCode="EVN™>
<code code="1" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystenVersion="1,0" displayName=" 1chReportType >
{value xsi:type="CE” code="C.1.3" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 2° codeSystemVersion="2.0"/>
(== (. 1.3 Type of Report —>
</investigationCharacteristic>
</subject0f2>
<subjectOf2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="2" codeSystem="2, 16, 840. 1. 113883, 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="otherCaselds”/>
<value xsi:type="BL” value="true”/> )
¢l— C.1.9.1 Other Case Identifiers in Previous Transmissions —>
{/investigationCharacteristic>
</subject0f2> ’
<subjectOfZ typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="E¥N™>
{code code="3" codeSystem="2. 16. 840, 1. 113883. 3. §89. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificationimendmentCode”/

<value xsi:type="CE" code="C.1.11.1" codeSystem="2. I6. 840. 1, 113883. 3,589, 2. 1. 1. 5" codeSystenVersion="2 0"/
<l— C.1.11.1: Report Nullification / Amendment —>
</investigationCharacteristic>
</subject0f2>
<Csubjectdf2 typeCode="SUB]™>
{investigationCharacteristic classCode="0BS” moodCode="EVN™>
{code code="4" codeSystem="2.16. 840. 1. 113883, 3. 889, 2, 1, 1, 23" codeSystemVersion="1,0" displayName="
nullificaticnAmendmentReason™/>
<value xsiitype="CE™>
<originalText>C. 1. 11, 2</originalText>
<{!— C.1.11.2: Reason for Nullification / Amendment «—>
{/value>
{/investigationCharacteristic>
{/subjectCf2>
{subject0fZ typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EYN™>
<code code="1" codeSysten="2. 16. 840. 1. 113883. 3. 889.5. 1.3.2. 1. 12" cadeSystem\’ersmu— 1.0" displayName="FREVE S (HESH) />
{value xsi:type="CE” code="J2. la" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3. 2. 1. 1" codeSystenVersion="1.17/>
<l 812 la: HRIES (@EHH —
{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUB]™>
{investigationCharacteristic classCode="0BS" mocdCode="EVN™>
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 999, 5. 1. 3, 2. 1. 12" codeSystemVersion="1.0" displayNawe="8&EWE />
{value xsi!type="T5" value="201301077/>
<I— @gaJe.z.1: #@EERA —
{/investigationCharacteristic>
{/subjectOf2>
<subject0fZ typeCode="SUB]™>
{investigationCharacteristic classCode="0BS" moodCode="EVN™>
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<{code code="3" codeSysten="2. 16. 840. 1. 113883. 3. 989.5.1.3,2, 1, 12" codeSystenVersion="1. 0" displayName="#i45425 RizpF 53 A
b2 : .
<value xsi:type="ED7>]J2.2, Z{/value>
<!— e@eJe.2.2: MEEMALETSZ=AYE —
{/investigationCharacteristic>
</subject0f2>
{subject0f2 typeCode="SUB]™>
‘ {investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="5" codeSystem="2. 16. 840. 1. 113883, 3.989.5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="#B4%2 757"/
<value x5i:type="CE" code="J2.8.1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 6" codeSystemVersion="1.1"/>
<I— geejz.8. 1: MEGRAZT S —
{/investigationCharacteristic
{/subject0fz>
{subjectOf2 typeCode="SUBI">
{investigationCharacteristic classCode="0BS" moodCode="EVN™>
{code code="6" codeSystem="2. 16. 840. 1. 113883, 3,989, 5, 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="8i5%H#A-0RE" />
{value xsi:type="ED">]2, 8, 2¢/value>
<l— 086]J2.8.2: |EHRSTOEH —
{/investigationCharacteristic>
</subject0f2>
</investigationEvent>
</subject>
{/eontrolActProcess>
</PORR_ING42016UV>
{l— Message #l —>
{1— Message #2 ~—>
<1— PORR_IN049016UY —>
<1— /PGRR_INO49016UV —>
{1— Message #2 —>
{receiver typeCode="RCV™>
{device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N.1.4" root="2.16.840. 1. 113883.3.989.2. 1.3. 14" />
<!— N.1.4: Batch Receiver Identifier —
</device>
{freceiver> .
{sender typeCode="SND">
{device classCode="DEV" determinerCode="INSTANCE">
<id extension="N. 1.3" rcot="2. 16.840. 1, 113883, 3.989. 2. 1. 8. 13"/>
<{!— N.1.3: Batch Sender Identifier —>
{/device>
</sender>
</MCCI_IN200100UVC1>
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erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG [@mo
0dCode="EVN'/subject1l@typeCode="SBJ')[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJd'][organizer/code[@code="4][@codeSystem="'2.16.840.
1.113883.3.989.2.1.1.20'1[1)/organizer[@classCode='CATEGORY 1 [@moodCode="E
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rvationEventlcode[@code="2"[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
l1[1][@classCode='0BS[@mood Code="EVN'l/valuel@xsi:type="CE'][@codeSystem

—'2 16 840 1. 113883 3 989.5.1.3.2.1.5']/@codeSystemVers1on

é’lf"‘%’c‘*hob VT, ﬁﬁmTiE’cﬂ:RiimTﬁﬂ:@ I:ﬁ? %71"3"

THARRA

FRELTE WETREFHEOFENET LTWRWREAIE, RETREL LTHETLZ L, &2
B, BTRERICH - 2EREAF LRSI, WD TETHRIEL LTHET S,
HL7 it LV EREINFca— FERAWTERTHZ &,

F—-#8 |HL7=2—F 10A

A active=R5ET
completed=5271

XPath /MCCI_IN200 100UV01[@ITSVerS1on—'XML 1.01[@xsi:schemaLocation="urn:hl7-
org:v3d

MCCI_IN200100UV01.xsd'[/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@moodCode="EVN'V/subject@typeCode="SUBJ'|[1]/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN'l/statusCode/@code

J2.7.2 FETCHET AV b

EEBY | RETREOHEE. ﬂ%mT#EiCDiEHH%TT
FLELT A 2L

F— Al 10000AN

A B MR




XPath

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

org:v3

MCCI_IN200100UV01.xsd [/PORR_IN049016UV[r)/controlActProcess@classCod
e="CACT'H@moodCode="EVN'//subject[@typeCode="SUBJ'l[1}/investigationEvent
[@classCode=TNVSTG1[@mood Code="EVN'/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode="INVSTG'l[@mo

0dCode="EVN'//component1[@typeCode="COMP'] [observationEventlcode[@code="
31[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'111[ 1)/observationEvent[@c

J2.8.1  #sn

lassCode—'OBS'] [@moodCode 'EVN ]/value [@xs1 type—'ED ]/textO

RGN

E'H’Eﬁﬁf” WJ%E‘@"K}:&@?#J“ 3’” {ﬂ%l?zﬂ:h_ %E%H‘

Do

wr‘ﬁiﬁ%%@Lmﬁim%

RER T R

HETAHFEDAR [1=ExH4) #EH#HT L,

F— 5

IN

| FFAE

1= &xt &

XPath

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

MCCI_IN200100UV01.xsd l/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'/subject[@typeCode="SUBJ'I[1)/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN1/subjectOf2[@typeCode='SUBJ'] [inve
stigationCharacteristic/code[@code="5'| [@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12']l[1)/investigationCharacteristic[@classCode="OBS[@mood Code="EVN'
Ivaluel@xsitype="CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'/@code

XPath
(codeSystem

Version)

MCCI_IN20O IOOUVOI[@ITSVerswn—'XML 1.0[@xsi‘schemaLocation="urn:hl7-
orgv3

MCCI_IN200100UV01.xsd'//PORR_IN049016UV [r)/controlActProcessl@classCod
e="CACT'][@mood Code="EVN'l/subjectl@typeCode="SUBJ'[1]/investigationEvent
[@classCode=TNVSTG'[@moodCode="EVN/subjectOf2[@typeCode="SUBJ'][inve
stigationCharacteristic/code[@code="5'l[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.127][1)/investigationCharacteristicl@classCode="0OBST[@mood Code="EVN'
Iivaluel@xsitype="CE[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'l/@
codeSystemVersion '

J2.8.2 i

*EAOHEH -

HEBHA

@@%Vﬁ%ﬁxi@%rrm%&hkwf'WiﬁﬁﬂwLm% 5175 Baic il
BT B AR B,

LT

L

— s

10000AN

FFAME

H B




XPath

/MCCI_IN200100UV01l@ITSVersion=XML._1.0'][@xsi:schemalocation="urn:hl7-
orgiv3

| MCCI_IN2001000V01.xsd'l/PORR_IN0490 16UV[r]fcontrolActProcess[@classCod

e="CACT'][@mood Code="EVN'l/subject[@type Code="SUBJ'l[1)/investigationEvent
[@classCode="TNVSTG'| [@mood Code="EVNT/subjectOf2[@typeCode='"SUBJI ] [inve
stigationCharacteristic/code[@code="6'[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.121[1)/investigationCharacteristic[@classCode='0BS'l [@mood Code="EVN'
]!value [@x51 type—‘ED‘] /textO

@%FW@‘J%&"‘VJ%AEI BFEJE 24 453 ﬂ 6 EI h‘h‘%ﬁ% 0306 % i%’@hé E%ﬁm

’ IE | uﬁﬂﬂ
i@ M ERAE IR DB RRENT A FT 4 2] O—FEEZOWVWT] ORIE
MR RANEFAREZBERET A FTA ] kxR é‘ NIERERAEZTHT 5,

mETE (L

7—4#% | 10000AN

FrAE B B

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

MCCI_IN200100UV01.xsd' //PORR_IN049016UV[xl/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'/subjectl@typeCode="SUBJ'I[1]/investigationEvent
[@classCode="TNVSTG'][@mood Code="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment] [1]/advérseEventAssessment[@classCode='INVSTG‘] [@mo
0dCode="EVN")/component1[@type Code='"COMP'] [observationEvent[code[@code="
4'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'1]] [1)/observationEvent[@c
lassCode="0BS'l[@moodCode="EVN']/valuel@xsi: type—'ED']/textO

J2.10° A&@%ﬂﬁ

HAWA Ep ﬁmwﬂﬁﬁ%kﬁﬁéﬁmﬁmﬁﬁkﬁo<M%k %wﬁm_owrﬁﬁ
T 5,

A E L

T — Bl 10000AN

HAE B H T




XPath

/MCCI_IN200 IOOUVOI[@ITSVersmn"'XML 1.0'[@xsi‘schemalLocation="urn:hl7-
org.wva

MCCI_IN2001000V01.xsdl/PORR_IN049016UV [xl/controlActProcess(@classCod
e="CACT'] [@moodCode=‘EVN‘]/subject[@typeCode=‘SUBJ'][l]lmvestigétionEvent
[@classCode="INVSTG'[@moodCode="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1])/adverseEventAssessment[@classCode=TNVSTGT[@mo
0dCode="EVN'/component1[@typeCode="COMP'][observationEvent[code[@code="
5'][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'11[1]/observationEvent[@c
lassCode="0BS' 1[@moodCode="EVNT/value[@xsi: type"'ED']/textO

J2. 11 %@ftﬂ?%gg% ...... LR

HAHHA T DMEE L f;é?ﬁ%nﬁﬁﬁ‘é

RE#FE | 2L

7—4&% | 10000AN

FAE B i AT

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

MCCI_IN200100UV01.xsd'l/PORR. INO49016UV[r]/contro]ActProcess[@classCod
e='CACT']l@moodCode="EVN/subjectl@typeCode='SUBJ'I[1)/investigationEvent
[@classCode=TNVSTG'1[@mood Code="EVN'//component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG1[@mo

odCode="EVN'l/component1[@typeCode="COMP'][observationEventlcode[@code="
6/][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10T)] [1)/observationEvent@c
lassCode="OBS'[@mood Code="EVN'l/value [@xsiitype='ED']ftext0

J2.12 BERBRSEE

Y‘*Eﬁui‘?ﬁl %L‘E%‘Z L“th\?éf‘ﬁﬁﬁ “E%%?J‘ﬁ"o

THERHA

T IR TRERFTEEEZRH L T RWESIE, BREGHEEICER L W A% —F
ZiLTaZ &,

F— 47 TOAN

FFAE B B

XPath /MCCI_IN200 100UV01[@ITSVers1on-‘XML 1.01[@xsi:schemaLocation="urn’hl7-
orgwv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='CACT][@moodCode="EVNl/subject[@typeCode="SUBJ'l[1//investigationEvent
[@classCode=TNVSTG1[@mood Code="EVN'l/component[@type Code="COMP'] [adv
erseBEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'][@mo
0dCode="EVN'//subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode=TNVSBJ"
l/subjectOf2[@type Code="SBJ[organizer/codel@code="4"] [@codeSystem='2. 16.840.

10




1.113883.3.989.2.1.1.20"][1}/organizer[@classCode='"CATEGORY"| [@mood Code='E
VN'l/component[@type Code='"COMP'] [substanceAdministration/id)/substanceAd
ministration[@classCode="SBADM']|[@mood Code="EVN'l[consumable/instance Of
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTe
xt][1)/consumable[@type Code="CSM'1[1]/instanceOfKind [@classCode="INST')/kin
dOfProduct[@classCode="MMAT'][@determinerCode="KIND'/asSpecialized Kind [
@classCode='GEN'|[1]/generalizedMaterialKind[@classCode="MAT'] [@determiner
Code="KIND'l/codeforiginalText/text(

J2.13.r.1- BHEK P e

HAHRE | BRI, BRHEREOREHEREEET 5.

REFE | BRAEREFEO LT RWESITE., =M TRz,

F—&E 2N

A ZmuieL

XPath /MCCI_IN2001000V01[@ITSVersion=XML_1.0'|[@xsi:schemal.ocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'[/PORR_IN049016 UV [r)/controlActProcess[@classCod
e='"CACT'| [@mood Code="EVN')/subjectl@type Codel='SUBJ T[1l/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/component[@type Code="COMP[adv
erseEventAssessment][1//adverseEventAssessment@classCode=TNVSTG [@mo

0dCode="EVN')/subject1[@typeCode="SBJ'l[1}/primaryRole[@classCode=INVSBJ'
I/subjectOf2[@typeCode="SBJ"l [organizer/code[@code="1'1[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11"]] [r/organizer[@classCode='"CATEGORY " [@mood Code
='EVN'V/component[@typeCode='"COMP"l/observation[@classCode="OBS'| [@mood

Code="EVN'][code[@code="7"][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'

32152 AREM

II/valuel@xsi:type=TINT'l/@value

BB LT, RBEIERER

TE B

S IE BRABENELEH L CWABEICE, TRREEBT A LR TES, 2B, BR
FHEBEEZEH L TOWRWESICIE. BRERHESCER L VW AMSBEAE TR
THZE, A—DRBREREIEETORKOERL MR L THHE8R. 1r<=TEKY
S CRRET2Z L,

7 — & Hl 1000AN

FFAE SREEERE :

XPath /MCCI_IN200100UV01(@ITSVersion="XML_1.07[@xsi:schemalocation="urn:h17-
orgv3 '

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

1




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

| 0dCode="EVNY/subject1[@typeCode="SBJ'I[1]/primaryRole[@classCode=TNVSBJ'

l/subjectOf2[@typeCode='SBJ [organizer/code[@code="1"1[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'] [r]/organizer[@classCode="CATEGORY'l [@mood Code
=BVN/component[@typeCode='COMP'l/observation[@classCode='0BS' [@mood

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

J2.13.x.3 BRREAR —

llvaluel@xsitype="ED1/text()

B ER B TR AR T2 ERE TR,

HE#RHA

RESE | WRHERHEZRH LTV IHEIX, RREABT 2R TE D, ol B
AERELRE L TOWRWESRICH, BlES X Vi@l a— MEZBRIRL TRE#ET S
N

Vabat £ IN

e PIRE 5 2R

XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.01[@xsi:schemalocation="urn:hl7-
orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[r)/controlActProcess[@classCod
e="CACT'][@moodCode="EVN')/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG ' [@mood Code='"EVN'l/component[@type Code='"COMP'] [adv
erseEventAssessmentl{1)/adverseEventAssessment[@classCode="TNVSTG|[@mo

odCode="EVN'V/subject 1[@typeCode="SBJ'[1)/primaryRole[@classCode=TNVSBJ"
I/subjectOf2[@typeCode='SBJl[organizer/code[@code="1"1[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.111] [c]/organizer[@classCode="CATEGORY'] [@mood Code
='"EVN'/component[@type Code='"COMP")/observation[@classCode='OBS[@mood
Code="EVN'][code]@code='9'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
Ilvaluel@xsiitype="CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2. 1.71/@cod

53

12




XPath
(codeSystem

Version)

/MCCI_IN200100UVO01[@ITSVersion=XML_1.0'l[@xsi:schemalocation="urn:hl7-
Or;giv3 _

MCCI_IN200100UV01.xsd l/PORR_IN049016 UV[r)/controlActProcess[@classCod
e="CACT'][@mood Code="EVN')/subject[@typeCode='"SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN'//component[@typeCode="COMP[adv
erseEventAssessment][1)/adverseEventAssessment{@classCode=INVSTG[@mo
odCode="EVN1/subject1[@type Code="SBJ'][1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode="SBJ[organizer/code[@code="11[@codeSystem="'2.16.840.
1.113883.3.989.5.1.3.2.1.11] [r)/organizerl@classCode='CATEGORY'] [@mood Code
="EVN'l/component{@typeCode="COMP'l/observation[@classCode="0BS' [@mood
Code="EVN[code[@code="9'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
llvalue[@xsitype="CE'l[@codeSystem="2.16.840.1.113883.3. 989.5.1.3.2.1.7]/@cod
eSystemVersion

J2.13.x4 &%qﬂmﬁwoﬁﬂ

HBH

PRI OWMBR D 2R @%EE%%‘@%M %ﬂ“?‘

o v

22— FECi372 < Boolean THEYA N W AEAILMtrue=F | %, WARWIES X Mfalse=
| OREIRTAZ &,

Boolean 10A

true=%#

false=4E

MCCI_IN200100UV01[@ITSVersion=XML_1.0'|[@xsi:schemaLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd']/PORR_IN049016UVI[rl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'/subject@typeCode="SUBJ'1[1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN"/component[@type Code="COMP'|[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode='INVSTG][@mo
odCode="EVN'/subject 1 [@typeCode="SBJ"|[1]/primaryRole[@classCode=INVSBJ'
l/subjectOf2[@type Code="SBd" [organizer/codel@code='1"1[@codeSystem='2.16.840.
1.113883.3. 989.5.1.3.2.1.11']][r]/organizér[@classCode—'CATEGORY'] [@moodCode
='"EVN')/component[@typeCode="COMP")/observation[@classCode="OBS'| [@mood
Code="EVN1[code[@code="10"l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1

0']]/va1ue [@xsiitype='BL']/@value

: -&%ﬂ A

%%@% é ﬁ¢®m¢%%m%%%mggm6%mvé&w%ov&a et
REN, EOMDFEITEEME 35, E2BIEE @ E.i1.2.1b BI{FA/BFEFS (MedDRA
F) LEESH bh, BWERSIIKM - BME 535, (FlltkoplkrEses,
ABEMBIRD 8. FOMOBRENFASRECELTORESE) © (1) 22K
THZLE,)

z——-
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AT

a— FMERGBIRLTEET S Z L,

F—

iIN

FAE

1=R%
2=8EAn

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemal.ocation="urn:hl7-
org-va ‘
MCCI_IN200100UV01.xsd'//PORR_IN049016UVIt}/controlActProcessi@classCod
e='CACT'l[@moodCode="EVN'/subject[@typeCode='"SUBJ'|[1]/investigationEvent
[@classCode=TNVSTG[@mood Code="EVN')/component [@typeCode='COMP][adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG' [@mo
0dCode='EVN'l/subject1l@typeCode="SBJ"l[1]/primaryRolel@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'] [observation[id][code[@code="29"1[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19111[il/observationl@classCode='OBS ] [@mood Code=
'"EVN'/outboundRelationship2[@type Code="PERT'l[observation/code[@code="11'][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']1[ 1l/observation[@classCode=
'0BS'l[@moodCode="EVNlivalue[@xsi:type='CE] [@codeSystem—‘Z 16.840.1.11388
3.3.989.5.1.3.2.1.8/@code

XPath

(codeSystem

Version)

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

orgv3 _

MCCI_IN200100UV01.xsd l/PORR_IN049016UV[r)/controlActProcess@classCod
e="CACT'{[@mood Code="EVN'//subjectl@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="INVSTGI[@mood Code="EVN'//component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'] [@mo

odCode=‘EVN'] /subject1[@typeCode="SBJ'][1]/primaryRole[@classCode="TNVSBJ'
VsubjectOf2[@type Code="SBJ'l [observation[id}[code[@code='291 [@codeSystem—'2

16.840.1.113883.3.989.2.1.1.19 1] {l/observation[@classCode="OBS'l [@mood Code=
'"EVN')/outboundRelationship2[@type Code="PERT'l [observation/code[@code="11'[
@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.10'l][1]/observation[@classCode=
'0OBS'1[@moodCode='"EVN'l/value[@xsi: type—'CE][@codeSystem—'z 16.840.1.11388

J2.15.r AXE

3.3. 989.5.1.3.2.1.8 ]/@codeSystemVersmn

FARE RO R ERE kwf'%@hkwrﬁmmgﬁﬂﬁénrwa%
AFREE T,

Eo— FrbEflia— FERIRLTREHRTIZ L,

MABREDEE, BEF/NHEELZONBXIL. RRERBITOEZRERTLZ &,
Tl SEHRBREOGE. WEEToEERRHTIZ &,

HEBEFIZBNT, BEECHHYSBIC L - TA—OEBR 2 ERHEE. 1 20H
HFLLTHELTELIZ 2, ZOBICIIREEL 1ZERICEH L, ®VELEZFH
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BLT, ZHAMBICZOMOoARELTRHT B L,

%A, A—OEERME TR ShEaIE, YSAKRIISWTENSET 5, %
ORI, BIESE OB THOBMREORFZE L ERT 52 &, STBED
AFEIERD BIHAITRVELENATE L,

P, REOHBARRRZBZHAE. EBELTH L,

F—&E 2A
HAE ISO 3166-1 77 7-2 DE=1— F, EU
XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemaLocation="urn:hl7-

org:v3

| MCCI_IN200100UV01.xsd'/PORR,_IN049016UV [r)/controlActProcess[@classCod

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

ment/code[@code='2"[@codeSystem="2.16.840.1.113883.8.989.2.1.1.27M[x]/docum

entl@classCode=DOC[@mood Code='"EVN/participation[@typeCode="AUT/assi
gnedEntity[@classCode="ASSIGNED']/represented Organizationl@classCode="OR
G'l[@determinerCode="INSTANCEl/asLocated Entity[@classCode="LOCElocatio
nl@classCode='COUNTRY']l[@determinerCode=INSTANCE]/code[@codeSystem=

216 BENEOER

'1.0.3166.1.2 2']/@code

AW

W%ﬁiﬁd%@ﬁEﬁEL%WTFﬁ%ﬁilﬁﬂﬁhkﬁéﬁﬁwﬁ%CHDJ
IR L-NEOESZAEBIRT,

TR

MRBECBO TR, BRRR / HEDCHEITIL. RBEFIFA L (DWHE) . "2,
LR, ERRZEOLAT. RETEBZNOHB Y A7 2 HH TR L, FEHRER
B/ HROBEAE. BB XIIMIRDATE. in vivo/ in vitro DM % & TR
5k,

HEEBREICEV TR, BB UAE g, 816N R4s, BHEORE (e -
PEXILAE - AROEE, EAEOEEOWET, B WA - FEORE, MR
B - BEZE, BT, BRRTORLSEBEORILE), BEONE ERALoES
DOUTORARIEYTARL LEHTE L) 2230 TERTB L,

— 5

500AN

T

el

XPath

MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3d

MCCI_IN200100UV01.xsd' l/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'l[@moodCode="EVN'/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN"/component[@typeCode="COMP]{adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG']| [@mo
odCode='"EVN'l/component1[@typeCode='"COMP'}[observationEvent[code[@code="

15




121[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']I][1]/observationEvent[@
classCode="OBS'l[@mood Code="EVN'l/value[@xsi:type="ED'|/text(

J2.17r RE/HFRONE

5 B 7 H?’ﬁ*&%‘@i}ﬁu rﬁ&ﬁk%ﬁﬁ'ﬁ/ﬁgﬂj Xk f#ﬁﬁﬂiﬁfﬁ/ﬂfgﬁj CDB'J%L’:T'?‘

LETiE 2L

pabal £t IN

FrEM 1=FEIRFB /B 5
2=FERERTAER, W 5E

XPath | MCCI_IN200100UVO01[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:h17-
org:v3 '
MCCI_IN200100UV01.xsd'l/PORR,_IN049016UVIxl/controlActProcessl@classCod
e='CACT1[@moodCode="EVN'l/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN/reference[@type Code="REFR[docu
ment/code[@code="21[@codeSystem='2.16.840.1.113883.3.989.2.1.1.27][x}/docum
ent [@cIassCode—'DO Cl [@moodCode—'EVN']/tltleltext()

J2.18.1 BREEMERA T DR

IEE?}EE)? ICSR GDF“"L:.%‘CD%H%% %‘:7!"5"

R MNATBOE NEE M EFSS R SRS & Bl 2,

T— & 100AN ’

FFAE SR:EERE )

XPath /MCCI_IN200 100UV01[@ITSVersxon—'XML 1.0'[@xsi‘schemaLocation="urn:hl7-
orgiva
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV [r}/controlActProcess[@classCod
e="CACT'] [@moodCode='EVN']/subject[@typeCode=‘SU_BJ 1[1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN/subjectOf1[@type Code="SUBJ][cont
rolActEvent/primaryInformationRecipienti[1}/controlActEventl@classCode='"CAC
T[@mood Code="EVNl/primaryInformationRecipient[@typeCode="PRCPVassign
edEntity[@classCode='ASSIGNED}/r epresentedOrgamzatmn[@classCode—'ORG ]
[@determmerCode—'INSTAN CE‘]/name/textO

J2.182 BEEWAL o - L

T H A ICSR @ﬁ‘{n%‘t@}:’i% %?TT

R HEREHT S,

Vahut £t 100AN

FrAE H R FeH
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XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.01[@xsi:schemalLocation=urn:h17-
org:v3 :
MCCI_IN200100UV01.xsd'l/PORR_IN0490 1GUV[r]/controlActProcess[@classCod
e="CACT'][@moodCode="EVN')/subjectl@typeCode="SUBJ'I[1]/investigationEvent
[@classCode="INVSTG1[@mood Code="EVN'l/subjectOf1[@type Code="SUBJ'}cont
rolActEvent/primarylnformationRecipient][1)/controlActEvent[@classCode="CAC
T [@mood Code="EVN'/primaryInformationRecipient[@typeCode="PRCP")/assign
edEntity[@classCode='ASSIGNED'|/assignedPersonl@classCode="PSN'l[@determ
merCode—'INSTANCE Vnamefprefix[1]l/text( '

J2.18.3 BEAEK .

TH B 3 ICSR ©Z{ZF DMEERT,

FEH ik BEOBEEOMEIEH#T S,

Vahmt 8% 100AN

e El:Fit

XPath MCCI_IN200100UV01[@ITSVersion="XMIL._1.07[@xsi:schemal.ocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'I/PORR,_IN0490 16UV[r]/controlActProcess [@classCod
e='"CACT'| [@mood Code="EVN'l/subject[@type Code="SUBJ'1[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVNl/subjectOf1[@type Code="SUBJ'I[cont
rolActEvent/primaryInformationRecipient}[1]/controlActEventl@classCode='"CAC
T'l[@mood Code="EVN']/primaryInformationRecipient[@type Code="PRCPVassign
edEntityl@classCode="ASSIGNED"V/assignedPerson[@classCode="PSN'l[@determ

J2.184 %@%"45

iner Code—‘INSTAN CE' ]/name/famﬂy[l]ltexto

ICSR 0)’“'{;.%‘@% ZRT
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REFE | BEOEEREOLEERT S,

7 — Al 100AN

FEE H BiCH

XPath /MCCI_IN200100UVO01[@ITSVersion=XML_1.0'[@xsi:schemalocation="urn‘hl7-
org:v3 '
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[r)/controlActProcess[@classCod |
e="CACT'l[@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN)/subjectOf1[@typeCode='SUBJ'][cont
rolActEvent/primaryInformationRecipient][1)/controlActEvent[@classCode='CAC
T'l[@mood Code="EVN'/primaryInformationRecipient[@typeCode="PRCPV/assign
edEntityl@classCode="ASSIGNEDV/assignedPerson[@classCode=PSN'l[@determ
merCode—'INSTANCE']/name/gwen[1]/text()

J2.19 ﬁ;-g—l ....... R LTy . .
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XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0"[@xsi:schemal.ocation="urn:h17-
orgv3 ‘ '
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r)/controlActProcess[@classCod
e='CACT'[@mood Code="EVN"l/subject[@type Code="SUBJ'][1)/investigationEvent
[@classCode=TNVSTG'] [@mood Code='"EVN'l/component[@type Code='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TINVSTG][@mo
0dCode="EVN'/component1[@type Code="COMP'] [observationEventlcode[@code='
13'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']]][1)/observationEvent[@
classCode="OBS'1[@mood Code="EVN'V/valuel@xsi:type="ED'| text(

2 BEZ e

TEB A FiwEE

ik WaBia 2L

7 — &8 10000AN

FAE Ef2E

XPath /MCCI_IN200100UV01l@ITSVersion=XMIL,_1.0'l[@xsi:schemalocation="arn:hl7-
org.va
MCCI_IN200100UV01.xsd'J/PORR_IN049016UV[r)/controlActProcess[@classCod
e="CACT'|[@moodCode=EVN')/subject[@typeCode="SUBJ'}[1)/investigationEvent
[@classCode="TNVSTG'[@mood Code="EVN')/component[@typeCode="COMP'}[adv
erseEventAssessment}i1]/adverseEventAssessment[@classCode='"INVSTG'{@mo
0dCode="EVN'l/component1[@typeCode="COMP'] [observationEvent[code[@code="
141[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1011][1]/observationEvent[@
classCode="0BS'l[@mood Code="EVN']/valuel;

J2.21 =3 T R T L

HEHH FHE B

mEbE | kL

abab i 10000AN

AR B ARk

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

MCCI_IN2001000V01.xsd' /PORR_IN049016UV/[r)/controlActProcess(@classCod
e='CACT'l[@moodCode="EVN')/subject[@typeCode="SUBJ'l[1l/investigationEvent
[@classCode=TNVSTG][@mood Code=EVN'l/component[@type Code='"COMP"] [adv
erseEventAssessment]{1]/adverseEventAssessment[@classCode=TNVSTG'l[@mo

18




0dCode="EVN"/component1[@type Code="COMP'][observationEvent[code[@code="
15'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']]1[1)/observationEvent[@

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

J2.22  HE 4
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FrAE Sz

XPath /MCCI_IN200100UVQ1[@ITSVersion=XML_1.0'1[@xsi:schemaLocation="urn:h17-
org.v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016 UV[r)/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode="INVSTG@mood Code="EVN'//component[@type Code="COMP'][adv
erseEventAssessment}[1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
odCode="EVN'/component1[@typeCode="COMP']lobservationEventlcode[@code="
16'][@codeSystem='2.16.840.1.113883.3. 989.5.1.3.2.1.10'[11[1)/observationEvent[@
classCode“'OBS il [@moodCode—'EVN']/vaIue [@XSI type—'ED']/textO

HE E%%ﬂﬂﬁ:@”’ﬁﬂ% %E%‘R(ﬁﬂ:ﬁn ﬁEEﬁE’tﬂ:ki’oh\T *ﬁﬁ%nn@ﬁﬁ”&?]‘ﬂ‘
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XPath MCCI_IN200100UV01[@ITSVersion="XML,_1.0'1[@xsi:schemalocation="urn:hl7-
org-vag

MCCI_IN200100UV01.xsd'[/PORR_IN049016UV[x)/controlActProcess[@classCod
e="CACT][@moodCode="EVN'l/subject[@typeCode="SUBJ'I[1}/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'//component[@type Code="COMP[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG[@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'1[1]/primaryRole[@classCode="INVSBJ'
IfsubjectOf2[@typeCode="SBJ'l[organizer/code[@code="4'1[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'[I [1]/organizer[@classCode='CATEGORY' [@mood Code="E
VN'l/componentl@type Code="COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'[[@mood Code="EVN')/consumable[@typeCode
='CSM][1]/instanceOfKindl@classCode="INST]/kind OfProductl@classCode="MM

J2.24k MRmE

AT1] [@dete1 mlnerCode—'KIND ]/asNamedEnt1ty[1]lname [@xml lang—'] a‘] [1]/text0

THHEA

E%ﬁﬂﬂ-nu E'H’Eﬂﬁﬁﬂ:&t}ﬂ:ﬁ‘nnﬁl {’Eﬂﬁ&&Lkb AN %Eiﬁ‘ﬁénn DR Z AT,

BRI

WBERLE & L RIS &V 5 SRR ERIR L TR B,
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XPath MCCI_IN200100UV01{@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hl7-

6rg3V3

MCCI_IN200100UV01.xsd' I/PORR_IN049016UVIrl/controlActProcess(@classCod
e='"CACT'l[@moodCode="EVN"Vsubject[@typeCode='"SUBJ'|[1l/investigationEvent
[@classCode=INVSTG'[@mood Code="EVN')/component[@typeCode="COMP'I[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG' [@mo

0dCode="EVN'/subject1[@typeCode="SBJ')[1]/primaryRole[@classCode=TNVSBJ"
I/subjectOf2[@typeCode='SBJ'l[organizer/code[@code="41[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'[{1)/organizerl@classCode='"CATEGORY'l[@mood Code="E
VN'Ycomponent[@typeCode='"COMP'][substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN')/consumable[@typeCode
='CSM'[1)/instanceOfKind{@classCode="TNSTl/kindOfProduct{@classCode="MM

AT'|[@determinerCode="KINDl/form Code[@codeSystem='2.16.840.1.113883.3.989
.5.1.3.2.1.131[1]/@code '

. BRI RHICAE R OMCRE BT Sea

BT, OS2 RT,

bWk K9 E2BIEA D Gk.23.x 1 FESMFERSS & TRET 5. GL2.3.r1 IZEH L
TR ONWT, BYRDICHEETIBERAEE 2 =A%k L L, §0R4s
PSMCEZNS T 2B IAEE 2 2=F0thomky) T35 &,

F—&H - [ IN

FrAfE B 5 2R

XPath /MCCI_IN200100UVO01[@ITSVersion=XML_1.0'[@xsi:schemal.ocation="urn:hl7-
orgiv3

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

0dCode="EVN'l/subject 1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ T{organizer/code[@code="4'] [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20T1[1)/organizer[@classCode="CATEGORY'l [@moodCode="E
VN'/component[@typeCode='"COMP'][substanceAdministration/id]l [kl/substanceA
dministration[@classCode='SBADM'][@mood Code="EVN'l/consumable[@typeCode
='CSM'l[1]/instanceOfKind[@classCode=TNST")/kind OfProduct[@classCode="MM

AT'l[@determinerCode="KINDl/ingredient[@classCode="ACTI'l[x]/ingredientSubs
tancel@classCode=MMAT"] [@deterﬁlinerCode='KIND']lasSpecializedKihd [@class
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Code="GEN'][1]/generalizedMaterialKind[@classCode="MAT'l[@determinerCode='
KIND' ]/code[@codeSystem—'Z 16. 840 1.113883. 3 989.5.1.3.2.1.17 ]f@code

J2.96i Eﬁﬁ% s S j_".f'ﬁ Z“" ;.. _:n:‘;_ BRESTRICREE RS ST

IE B #e5 E%*{Smnﬂu’ﬁﬁﬁﬁiﬁwtﬁuu&lH’EﬁJ IRV \-c at ﬂiiﬁ DEE ri%:a—'a‘

SHFE (ST EBEEC ELLlBEFTERHESNAE. ERERRIC L 0 BREINEREIE
A/ AEERXIEL2.1b BHER /A EF2 (MedDRA =— R) LR TREKT 5,
Eilla Xi3 Ei2.1b ic# LRIERIc>WT, EEEE RIS & 0 EIR L Ca
+TaZE,

TR 2N

FFAME BURE 5 28

XPath /MCCI_IN200100UV01[@ITSVersion=XML._1.071[@xsi:schemaLocation="urn:hl7-
orgv3

MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'l[@moodCode="EVN'I/subject[@typeCode="SUBJ'][1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/component[@typeCode='"COMP] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG1[@mo

0dCode="EVN"/subject1[@typeCode='SBJ'][1]/primaryRole[@classCode="INVSBJ'
VsubjectOf2[@typeCode="SBJ'l [observationlid][code[@code="29' [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19]][i//observation[@classCode="0BS'l [@mood Code=
'EVN'/outboundRelationship2{@type Code="PERT ] [observation/codel@code="11']]
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'] [1]/observation[@classCode=
'0BS'][@mood Code="EVN"l/value[@xsitype="CE'l[@codeSystem="2.16.840.1.11388
3. 3 989.5.1.3.2.1.14']/@60(18

IE: E uﬁﬁﬂ E%“Kﬂnuﬁﬂﬂf)ﬁﬁﬂ:&@f b#ﬂ?uu &' 1’!5% ﬁﬂ: L..I?olt AN % #’&l? EI KIi%%?ﬁEl?
BRI ERT,

BT |27 J2.200 BHAFILL Y CRRET B, J2.29r TRIRLABHAFTE, F—
B|AFRITETIHE, =F—8AFH| &L, EHFERAFBCET B4

2=BFHHRAFA] ZEEHRTEZ L,

F—a A IN

FAfE Bl 5 SR

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'//subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode="INVSTG'{@mood Code="EVN'l/outboundRelationship[@type Code="

SPRT'][relatedInvestigation/code[@code="2"][@codeSystem='2.16.840.1.113883.3.9
89.2.1.1.22'][r]/relatedInvestigation[@classCode='INVSTG') [@mood Code="EVN'/
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subjectOf2[@typeCode="SUBJ")/controlActEvent@classCode='CACT1[@mood Cod
e='EVN'/author[@typeCode="AUT"]/assignedEntity[@classCode="ASSIGNEDV/as
signedPerson[@classCode="PSN'][@determinerCode="TNSTANCEJ/asldentified B
ntity[@classCode=TDENT'[1)/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.
2 1. 15']/@code

@ B ﬁHHﬂ E%ﬁﬂﬂuuﬁﬂﬂfﬂ% @&&Uﬁbﬂnnﬁl ﬂiﬁﬂ ifﬁﬁ"k.:}'ob . . %%Gﬁﬂ!&@ﬁm 75:/1"?‘

Bk #oR BEDPZEORE., BHERBRERORIEOR EL BT 5,

F—#8 | IN '

AR B S 2R

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

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

0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="TNVSBJ'
I/subjectOf2[@typeCode="SBJ'[observation/code[@code='171[@codeSystem="2.16.

840.1.113883.3.989.5.1.3.2.1.101][1]/observation[@classCode='"0BS' [@mood Code=
'EVN'/valuel@xsitype="CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1. 16'
] [l]l@code

E%iﬁﬂunﬁ' 1’EH§$&”‘&UWH;:;:E‘H’FH§$&¢L :I?ab \’C F#ﬁ@)\im %71‘

H E Eﬁfﬁ

TR RBROAFRTIZOWT, SIS T VETRLOTER L, %9 J2.27r B {TJ‘7 ZrL
HETERRT D, BVERLEFAL, Y7502 TERIRTLZ &,

F—FH IN

FFAE B 5 B

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

MCCI_IN200100UV01.xsdl/PORR IN049016UV[r]/controIActProcess[@classCod
e='CACT][@mood Code="EVN'/subjectl@type Code="SUBJ'][1)/investigationEvent
[@classCode=TNVSTGl[@mood Code="EVN1/outboundRelationship[@typeCode='
SPRT'][relatedInvestigation/code[@code="21[@codeSystem="2.16.840.1.113883.5.9
89.2.1.1.2211[r]/relatedInvestigation[@classCode="INVSTG'] [@mood Code="EVN'l/
subjectOf2[@typeCode="SUBJ/controlActEvent[@classCode='CACTI[@moodCod
e="EVN'l/author[@typeCode='AUT]/assigned Entity[@classCode="ASSIGNED'/as
signedPerson[@classCode="PSN'][@determinerCode='INSTANCE/asIdentifiedE
ntity[@classCode="TDENT'][2]/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.
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