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XMLBFEA VA2 YA (B RIKE 3

{?Pxml version="1.4" encoding="UIF-8"7>
CMCCT_TN20GI00UV0] TTSVersion="XML_1. 0" xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UV01. xsd” xmlns="urn:hiT-org:v3"” xmlns:xsi="http://www. w3.ore/
2001/XMi Schema-instance”>

¢id extension="N.1.2" root="2.16.840. 1. 113883, 3. 989, 2. 1. 3. 22”/)

¢!— N.1,2: Batch Number —>

{creationTime value=" 20101214151617’/)

<}— N.1,5: Date of Batch Transmission —>

{responseModeCode code="D"/>

(mteractlonld extension="MCCI_IN2041000V01” root="2. 16. 840. 1. 113883. 1. 6”/)

* ¢nawe code="H, 1.

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

<l— N, 1.1: Type of Messages in Batch —>
<l-~ Message #1 —>

<PORE_IN049016UV>
<id extension="N. 2.r.1" rcot="2.16.840. I £13583.3.989.2. L. 3. I"/>
I— N 2.x. 1! Message Identifier —>
{crastionTime value="201012141516F7"/>
I~ N 2.r.4: Date of Message Creation —>
{interactjonld extension="PORR_INO4G0I6UV" root="2.16.840. L. £13883. 1.6"/>
{processingCode code="P"/>
{processinghodeCode code="7"/>
<acceptAckCods code="AL"/>
{receiver typsCode="RCV">

{devico

classCode="DEV" determinerCode="TNSTANCE™> .

<id extension="N. 2.1.3” root="2. 16.840. 1. 113883 3. 989. 2. 1. 3. 12"/>
{l— N. 2.7 3: Message Receiver Identifier ——>
{/device>

{/raceiver>

{sender typeCode="SND">

Kdevice

classCoda="DEV" determinerCode="INSTANCE">

<id extension="N. 2.1.2" root="2.16.840.1 1135882, 3.989.2. L. 3.11"/>
<l— M. 2.7.2! Message Sender Identifier —>
{/device>

{/sender>

{controlActProcess classCode="CACT” moodCode="EVN")
<code code="PORE_TEC490I6UV" codeSystem="2. 16. 840, 1, 113883, 1, 18°/>
{{— HL7 Trigger Bvent ID —>
<effectiveTime value="20101214151617"/>
<l-- €. 1.2: Dats of Creatior —>
{zubject typeCode="SUB]">
{investigationEvent classCode="INVSTG” mosdCode="E¥N">

¢id extension="C.1.1” root="2.16.840.1. 113883.3.988.2.1.3.1"/>
{l— C.1.1: Sender’s {case) Safety Report Unigue Identifier —> . .
¢id extension="C.1.8.1" root="2. 16. 840. I, 113883. 3.989.2. 1. 3.2"/> '
<l— C.1.8.1: Worldwide Unique Case Identification Number —>
<id extension="J2. 1b" root="2.16.840. 1. 113883 2.980.5.1.3.2.3.1°/>
<I— gegfa. 1b: BRIES (FH) —
{code code="PAT ADY EVNT" codeSystem="2. 16.840. 1. 113883,5.4"/>
<textPH. 1</ text>
<I— H.1: Case Narrative Including Cl1mcal Course, Therapeutic Measures, Outeome and Additional Relevant Information —>
<statusCode code="active”/>
(— @8812.7.1 52T, RETES —
CeffoctiveTimer
Jow value="2009030L" />
<I--c. 1. 4: Date Report Was First Received from Source —> !
{/effectivelin=> '
¢availabilityTime value="20080101"/> )
<|— G, 1.5: Date of Most Recent Information for This Repert —>
{reference typeCode="REFR">
{document classCode="POC” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840, 1. 113883.3.989, 2. 1. 1. 27" codeSystenmVersion="1,0" dlspla}fName— dosumentsHeldBySender”/>
{titledC. 1. 6. 1. 1. 1</3itle>
<l— €. 1,8, L.x.1: Documents Haid by Sender {repeat as necessary) #I -->
{text mediaType="applieation/pdf” representation="B64">C.1.6.1.1. 2</tex1:>
d—C LB Lz 2: Inclmiad Documents #1 —>
</document>
{/reference>
<reference typeCode="REFR™>
{doctment classCode="B0C” moodCods="E¥YN">
C(code code="1" codeSystem="2. 16. 840, 1. 113883, 3. 885. 2, L. L. 27" codeSystemVersiorr 107 dlsplayName~ documentsHeldBYsender [y
{titledC. 1.6, L 1. 1{/title>
I~ € 1,6, L 1. 1¢ Documents Held by Sender (repeat as necessary) #2 —>
<text mediaType="image/jpeg” representation="BE4" compression="DE">C. 1. 6. 1.1, 2{/text>
{I— C. 16 1Lr.2: Included Documents #2 —>
</docunent>
{/reforence>

- {reference typeCode="REFR™>

<doctnent classCode="D0C" moodCods="EVN">
“Ceode code="2" codeSystem="2, 16. §40, 1. 113883. 3. 989, 2, 1. L. 27" codeSysteémVersion="1.0" dispiayName="literatureReference”/>
{titledJ2. 17, ré/titled
o eI 17, x BB/ HROME 4 —
Ctext mediaType="application/pdf™ representation="B647>C. 4. r. 2{/text>
(I~ C.4.1.2: Iaciuded Documents #1 —>
<bibliographichesignationText>C. 4. r. 1{/bibliocgraphicDesignationText>
{l— C.4.r.1: Literature Reference(s) #1 ——>

L



<participation typeCode="AUT">
(assignedEntity classCode="ASSIGNED">
{representedirganization classCode="CRG" determinerCode="INSTANCE">
CasLocatedEntity classCode="LOCE™>
{location classCode="COUNTRY™ determinerCode="INSTANCE™>
{code code="J2.35. 1" codeSystem="1.0.3166.1.2.2"/">
<i— @a@ajz, 15, r ARE #1 —
{/location>
</asLocatadEntity>
{/representedirganization>
{/assignedEntity>
{/participation>
</documsnt>
{/reference>
<reference typeCode="REFR™>
(document classCode="DOC” moodCode="EVN™>
{code code="2" codeSystem="2.16.840. 1. 113882, 3, 989, 2. 1. 1. 27" codeSystenVersion="1. 0" dlsplﬂyNama- literatureReference”/>
Ctitle>J2, 17. ri/title>
<|— edejz2. 11.r BB/ THROHHE #2 —
{text wediaType="application/pdf” representation="B6475C. 4 r. 2</text>
{!— C.4.1.2: Included Documents #2 —>
<bibliographicDesignationText)C, 4, r, 1</bibliographicDesignationTextd
{I— C.4.1. 10 Literature Reference(s) #2 —>
{participation typeCode="ALUT™>
¢assignedBrtity classCode="ASSIGNED" >
(representedOrganization classCode="0RG” determinerCode="INSTANCE™>
<asLocatedEntity classCode="LCCE"™>
{location classCode="COUNIRY” determinerCode="INSTANCE™>
{code code="J2. 15. 17 codeSysten="1, 0. 3166.1.2.2"/>
<|— 888J2. 15.r AkE 2 —>
f {/Iscation>
</asLocatedBntity>
¢/reprosentedirganizationy
</assipgnedBntity>
</participation?
{/document>
" {/referenced
{component typeCade="COMP">
{adverseBventAssessment classCode="INVSTG” moodCoda="BYN">
(subjestl typeCode="SB]">
{primaryRole classCode="INVSEI">
{playert classCode="PSN" determinerCode="TNSTANCE">
<name>D. 1{/nawe>
<} D, & Patient (name or initials) —>
<administrativeGenderCods code="D.5" codeSysten="1.{. 6218/
<!— D5 Sex —>»
{birthTime value="20000101"/>
<l—Dn,2,1: Pato of Birth —> \
{deceasedlime value="20090101"/> )
¢<|—D.9.1: Date of Death —>
<asIdentifiedEntity classCode="IDENT">
{id extension="D.1.1. 1" root="2, 36, 840. 1. 113883. 3.989.2.1.3.7°/>
<l— D.1.1,1: Patient Medical Record Nusber{s} and Source(s) of the Record Number (6P Medical Record Number) -

_.) .
{code code="1" codeSystem="2. 16. 840, 1. 113883, 3,989, 2, 1. 1, 4" codeSystenVersion="1.0" displayName="GP"/>
{/asIdentifiedintity>
<agldentifiedEntity classCode="IDENT">
<id extension="P. 1. 1. 2" root="2, 16.840, 1, 113883. 3. 989. 2. 1.3.8"/>
<l— 19, 1.1.2; Patient Medical Record Number{s} and Source(s) of the Record Number (Speclahst Record Mumbar} -
>
<code code="2" codeSystew="2. 16.840, 1. 113883, 3,980, 2, %, 1, 4” codeSystemVersion="1.0" displayName="Specialist”/>
</asIdentifiedEntity>
¢asTdeniifiedBntity classCode="IDENT">
¢id extension="D. 1. 1. 3" root="2, 16.840. 1. 113883, 3.580.2.1.3.9"/> .
<!— I 1,1 3! Patient Medical Record Mumber(s) ard Seurce(s) of the Record Number (Hospital Record Number) —>
Ccode code="3" codeSystem="2. 16. 840, 1, 113683. 3. 989, 2. 1. 1, 4" codeSystenVersion="1.0" displayName="Hospital
Record” />
{/asldentifiedEntity>
CasIdentifiedEntity classCode="JDENT™>
{id extension="D, 1. 1.4" root="2. 16.B40. 1. 113882. 3. 985. 2. 1. 3. 10" />
(}~- D.1.1.4: Patient Medical Record Mumber(s) and Scurce(s) of the Record Number (Investigation Number) —>
(code code="4" codeSystem="2. 16, 840, 1. 113883, 3. 989, 2. 1. 1. 4" codeSystemVersion="1. 0" displayName="
Investigation™/>

{/asIdentifiedEntity>
(role classCode="PRS™>
Coode code="PRN" codeSystem="2. 1§, 840, 1. 113883. 5. 111"/>
¢associatedPerson classCode="PSN” determinerCode="INSTANCE">
<nama>D. 18, 1</name>
{4— D.10. ¢ Parent Identification —
{adninistrativeGenderCode code="9, 16,6 codeSystem="1.9. 5218"/>
<}— D. 10, 6! Sex of Parent —> ‘
<birthTime value="20090101"/>
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>

lastienstrualPericdDate”/>

bodyWeight™/>

height”/>

¢|— D.10.2.1: Date of Birth of Parent —>
{/associatedPersony
<subjectOf? typeCode="SBJ">
{observation classCode="0BS" moodCode="EVN">
{code cede="3" codeSystem="2, 16, 840, 1, 113883, 3. 989 2.1,1. 18" codeSystemVersion="1. 1" displayName="ags”

Cvalue xsittype="PQ” valus="10" unit="D. 10.%. 2b"/>
<l--D.10. 2. 2a: Age of Perent {number) —>
<l— D. 10, 2, 2b: Age of Parent {un1t) —>
{/cbservation>
</sub ject0f2> ,
{subject0f2 typeCode="SBJ"> L
<observation classCode="0BS" moodCode="EVN">
{sode code="22" codeSysten="2. 16. 840, 1. 112883, 3. 989. 2.1, 1, 19" codeSystemVersion="1.1" displaylatme="

{value xsiitype="TS" value="20090101"/>
. <l— D.10. 3: Last Menstrual Period Date of Parent —>
{/observation>
{/subject0f2>
<subject0f2 typeCode="8BJ">
{observation classCode="0BS" mocdCode="EVN"> ,
<gode code="7" codeSystem="2.16, 849, 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displaylame="

<yvalue xsi@type="PQ" value="50" unit="ke"/>
<l— D.10.4: Body Weight (kg) of Paremt —>
{fobservation>
</subject(f2>
{subject0f2 typeCode="SBI™>
{observation classCode="0BS" mocdCode="EVYN™>
<cods code="1T" codeSystem="2, 16, 840, 1. 113883. 3,989. 2. §, 1. 19” codeSystenVersion="1, 1" displayName="

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

. {/subject0f2> . K

{subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN">
<oode code="1" codeSyster="2. 16, 840, 1, 113883, 3. 989, 2. L. 1, 30" codeSystemVersion="1 0" displayNams="

" reisvantMedicalHistoryAndConcurrentConditions™/>

ta" />

displayNane="comment”/>

displayNams="continuing”/>

1a"/>

<component typeCode="COMP">
{ohservation classCode="0BS" meodCode="BYN">
{code’ code="D. 10. 7. L. T. ib codeSystom="2. 16, 840, 1, 113883, 6. 163" codeSystemVersion="D. 1. 7. 1 T.

<|— D.10.% L.r. 1a: MedDRA. VerSion for Medical Histery #l —>
{|—D.10,7. L1, 1b: Medical History (disease / surgical procedure/ etc. ) (MedDRA code) #1 —
¢offectiveTime xsi:type="TVL_TS™>

Cow value="20090101%/>

<}—D.10.7. L. 2 Start Date #1 —

<high value="20090101"/>

<}~ D.10.7. L. 1. 4: End Pate #1 —>
¢/effectiveTime)
CoutboundRelationship? typeCode="COMP™>

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

{code code="10" codeSystem="2. 16, 840, 1. 113883, 3.989. 2. 1. 1, 9" codeSystemVersion="1, 1"

$yalue xsiitype="EB™>D. 10, 7. 1. r. 5¢/valued
<i-- D.10.7. 1. 1.5 Comnents #1 —>
{/observation>
{/outboundRelationship2>
¢inboundRelationship typeCods="REFR™>
£observation classCode="0ORS" moodCode="EVN">
{code code="13" codeSystem="2. 15, 840. 1. 113883. 3,989. 2. 1. 1. 19" codeSystenVersion="1. 1"

¢yalue xsiitype="BL" valus="true"/>
<I— D 10,7, L 1. 3: Continuing #1 —>
¢/observation>
</inboundRelationship>
{/observation> -
{/cenponent>
{compenent typeCode="COMP">
{observation classCode="0BS" muodCode="EVN"> ,
{code code="D.10.7.Lr.1b" codeSystem="2. I6. 840, 1. 113883. 6. 163" codeSystemVersion="D. 10.7. L. 1.

{I— D, 10. 7. L.x. 1a: MadDRA Version for Medical History #2 -
<l— D.10.7. 1.x. 1b: Medical History (disease / sl.u:glcal procedure/ etc.) (MedDRA code) #2 —')
<effectiveTine xsi!type="IVL_TS">

¢low value=" 20090101'/}

4— D.10.7. 1. x. 20 Start Date #2 —->

<high value="2009010%"/>

|--D.310.7.1.r.4: Bod Date #2 —>
{/effectivelime?
{outboundRelationship2 typeCede="COMP”">

{ohservation classCode="0BS" moodCode="EVN">

<eode code="10" codeSystem="2. 16, 840, 1, 113883, 3. 989, 2, 1, 1. 18" codeSystenVersion="1.1"
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displayNane="comment” />

displayName="continuing”/>

<value xsi:type="ED"»D.10.7. L r.5¢/value>
<— D 19. 7. 1. r. 5! Comments #2 —>
</observation>
{/outhoundRelationship2>
<inboundRelationship typsCode="REFR">
{observation classCode="0BS" moodCode="EVN">
<code code="13" codeSysten="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1"

¢value xsi:type="BL" value="trus"/>
— D.10.7. 1. 1.3 Continuing #2 —>
{/observation>
{/inboundRelaticnship>
¢/chservation’
</component>
<gomponent typeCode="COMP™>
<observation classCode="0BS” mocdCode="BWN">
¢eode code="18" codeSysten="2. 16.840. 1. 133883.3.989, 2, 1.1, 19" codeSystenVarsion="1.1"

displayNawme="historvAndConcurraniConditionText™/>

drugHistory”/>

displayNene="indication”/>

codeSystenVersion="D. 10. 8. r. §a”/>

dispiayNeuwe="roaction”/>

codeSystemVersion="D. 10. 8. 1. Ta"/>

<value xsi:typa="ED")D, 10, 7. 2¢/value>
<} D, 10,7, 2: Text for Relevant Medical History and Concurrent Conditions of Parent —>
</observation?
</conponent)
{forganizerd
¢/subjectOf2>
<subject(f2 typeCode="SBJ™>
Corganizer classCode="CATEGORY" moodCode="EVN™>
(code code="2" codeSystem="2. 16. 840, 1. 113883, 3, 989, 2. £. 1, 20" codeSystemVersion="1,0" displayName="

{component typeCode="COMP*>
{substanceAdministration classCode="SBADK" moodCode="EVYN™>
CeffectiveTine xsiitype="TVL 15"
{low value="200901017/>
<|-- P.10. 8. 1. 4: Start Date #fl —>
<high value="200901017/>
<l— D.10.8.x. 57 End Date #1 —>
¢/effectiveTime>
<eonsumable typeCode="CSH">
{instanceffKind classCode="INST™>
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
{code code="D. 16.8.1.2b" codeSystew="TBD-UPID” codeSystemVersion="D. i0.8.r.2a"/>
{I— D. 10. 8. 7. 2a: MPID Version Date / Numher #1 —>
<|— D.10. 8 x. 2b: Medicinal Product Identifier (MPID) #l —>
<{rame>P, 10. 8, r, 1{/nane>
<l— D.10.8.x. 1t Name of Drug as Reported #I —>
{fiindofProduct
¢/instanceOfKind>
{feonsumable>
<outhoundRelationship? typeCode="RSON">
{observation classCode="0BS" moodCode="EVN">
<oode code="19" codoSystem="2. 16, 840, 1, 113883, 3. 989, 2. 1, 1, 19" codeSystenVersion="1.1"

{yalue xsi:type="CE” code="D, 10.8, r, 6b" codeSysten="2. 16. 840. 1. 113883, 6, 163"

<$— D. 10.8.r. 6a: MedDRA Versien for Indication #1 —>
<i— D.10.8, 1. 6b: Indication (ModDRA cods) #1 —>
{/ohsexvation>
{/outboundRelationship2>
{outboundRelationship? typeCode="CAUS™>
. {ohservation classCode="0BS" moodCede="EWN">
<oode code="28" codeSysten="2.16. 840, 1. 113883, 2. 089. 2. 1. 1. 18" codeSystemVersion="1.1"

<value xsiitype="CE" gode="D, 10.8.r. 7b” codeSystem="2. 16. 840, 1, 113883. 6. 163”7

¢|— 1. 10.8.r. 7a: MedDRA Version for Reaction K1 —
-¢l— I 10. 8.1. Tb: Reactions (MedDRA code) #1 —>
{/observation>
{/outhoundRelationship2>
{/substanceAdrinistration>
</component?
{component typeCode="COMP™>
{substanceAduinistration classCode="SBADM" moodCode="EVH™>
<effectiveTime xsi'type="IVL_18"> .
<low value="20090101%/>
¢{|— I 10.8. 1. 4: Stert Date #2 —>
<high value="20090101"/>
¢!-— D,10.8 r. 6 End Date #2 >
{/effectiveTima>
{constmable typeCode="CSH">
{instanceOfKind classCode="TNST">
<kind0fProduct classCode="IMAT" determinexCode="KIND">
{code code="D. 10. 8. 7. 3b” codeSystem="TBD-FhPID" codeSystemVersion="D.10.8.r.2a"/>
<!--D. 10.8.1. 3a: PhPID Version Date / Number #2 —>
¢}-— D, 10, 8. r. 8b: Pharmaceutical Product Identifier (PRPID) #2 —>
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<name>D. 10. 8. r. 1</hanz>
¢!— D.10.8.x.1: Name of Drug as Reporied #2 —>
</kindOfProduct>
</instancelfKind>
</consumable>
<outboundRelationship? typeCode="RSON™>
{ohservation classCode="088" moodCode="EVN">
<oode code="19" codeSysten="2. 16, 840, 1. 113883, 3,985, 2, 1, 1. 19" codeSystemVersion="1,1"
displayName="indication”/> i
) " <value xsiitype="CE" cods="D. 10,8, 1. 6b" codeSystem="2. 16, 840. 1. 113883. 6. 163"
codeSysienVersion="D. 10. 8. x. 6a"/>
<]— D.10.8.t.6a: MedDRA Version for Indication #i2 —>
<|— D.10.8.r. 607 Indication (MedDRA code) H2 —>
{/chservation>
{/outboundRelationship2>
<outhoundRelationship? typelode="CAUS">
{chservation classCode="0BS" moodCode="EVN">
<pode code="20" codeSystem="2, 16, 840, 1, 113883, 3. 089, 2. 1. 1. 19" codeSystemVersion="1. 17
displayName="reaction”/> .
<value xsi:type="CE” cods="D. 10. 8. r.7Th" codeSystem="2. 16. 840, 1. 113883. 6. 163"
codeSystenVersion="D. 1. 8.x. 7a"/>
: ’ <}— D.10.8. 7. Ta: MedDRA Version for Reaction #2 —>
roL & . 10.8.r. 7b: Reactions (MedBRA code) #2 —>
{fobservationy
</eutboundRelationship2>
{/substanceAdninistration?
{/cdmponant>
{/organizer>
¢/sub jectOr2>
{/roler -
</playerl> :
{subject0f] typeGode="SBT">
© <researchStudy classCode="CLNTRL™ moodCode="EVN">
<id extension="C.5.3" root="2. 16, 840, 1. 113883.3.989.2.1.3.5"/>
{l— €. 5.3 Spensor Stady Numher —>
{code code="C. 5. 4" codeSysten="2, 16, 840, 1. 113883. 3, 089. 2. 1. L. 8” codeSystemVersion="2.0"/>
<l— C.5.4: Study Type Where Reaction{s) / Bveni(s) Were Observed —>
<EitledC. 6. 2¢/title>
<l— .. 2! Study Wame —>
{anthorization typeCode="AUTH™>
zstudyReglstratlon classCode="ACT” woodCode="RVN">
_<4d extension="C.5. Lr. 1" root="2.16. 840. 1. 113883, 3. 989. 2. L. 3 68°/>
<!~ €. 5 L.r. 1! Study Registration Number #1 —>
+ <author tyngnde- AUT™> N
. CterritorialAuthority clagsCode="TERR">
- - . {governingPlace classCode="COUNTRY” determinsrCede="INSTANCE™>
{code code="C.5.1.T.2" codeSysten="1,0. 3166. 1.2.27/>
{4== €, 5. Lr.2: Study Registration Country #1 —>
{/governingPlace>
</territorial Authority?
<fauthor>
{/studyRegistration>
{/autherization>
{authorization typeCode="AUTH">
{studyRegistration classCode="ACT" moodCode="EVN" >
¢id extension="C.5. L.x. 1" root="2, 16, 840, 1. 113883, 3,989.2. 1. 3.6"/>
¢<l— C 6. 1.r. F Study Registration Numher #2 —>
<author typeCode="AUT™>
{territorialAuthority classCode="TERR">
{governingPlace ciassCode="COUNTRY” determinerCode="INSTANCE">
{code code="C.6.1.1.2" codeSystem="1.0. 3166, 1,2, 2"/>
{I— C.5, 1.r.2: Study Regisiration Country #2 —>
{/governingPlace>
<fterritorialduthority?
{/author>
</studyRegistration>
{/authorization> )
</researchStudy> r
</subjectOf1>
{subject0f2 typeCods="SBI">
- <observation classCode="0BS" moodCode="EVN" >
{code code="3" codeSystem="2. 16. 840 1. 113883, 3.989. 2. 1 1. 19" codeSysteuVersion="L I” displayNawe="age"/>
{value xsi:type="PQ”" value="10" unit="D.2.2b"/>
{}— D.2.2a: Age at Time of Onset of Reaction / Bvent (number) —>
<= D.2.2h: Age at Time of Onset of Reaction / Bvent (unit) —>
</observation>
£/ subjoctDL2> ,
<subject0f2 typsCode="SBJ">
{ehservation classCode="0BS" moodCode="EVN"> .
{code code="16" codeSysterF'Z. 16. 840, £, [13883. 3.689. 2. 1. 1. 19" codeSystemYersion="1. 1" displayName="

4

gestatienPeriod”™/?
<value xsi:type="FQ" value~ 107 unit="D, 2. 2, 1b"/>
<l D, 2 2. 1a: Gestation Period When Reaction / Event Was Observed in the Fostus (number} —>
<l-- D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Fostus {unit) —>
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{/observation?
{/subjectOf2>
{subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCade="E¥YN™>
(code code="4" codeSystem="2. 16. 840. 1. 113883. 3, 089, 2.1, 1. 19" codeSystemVersion="1, 1* displayleme="ageGroup”/>
{value xsiitype="CE" code="D.2.3" codeSystem="2. 16, 540. 1, 113883, 3,980. 2. 1. L. 9" codeSystemVersion="2.0"/>
¢|— D 2.3: Patient Age Group {as per reporter) — ’
</observation? :
¢/subject0fZ>
{subject0f2 typeCode="SBF™>
{observation classCode="0BS" moodCode="EVN™>
Ceode code="7" codeSystew="2. 16, 840, 1, 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displaylame="bodyWeight"/

<valus zsi:type="PQ” value="48.2" unit="kg"/>
<I-— D, 3: Body Weight (kg) —>
£/observation?
£/subject0f2>
<subject{}f2 typeCode="SBI">
(observation classCode="0BS” mocdCode="EVN">
{code cade="17" codeSystem="2. 16, 840, I, 113883, 3,989, 2,1, 1, 157 cudeSystemVarslun— 1.1" displayName="height”/>
{valde xsiitype="PQ” value="152" unit="cm"/>
¢t-— P, 4: Height (cm) —>
</observation>
¢/subject0f2>
{subject0f2 typeCode="SBI">
{cbservation classCode="0BS" moodCode="EVN™>
<code code="22" codeSysten="2. 16,849, 1, 113883, 3, 589. 2,1, 1. 19" codeSystenVersion="1,1" displayName="
lastMenstrualPeriodDate”/> . .
<value xsi:type="TS" value="20090101"/>
<{— D.6! Last Menstrual Perioed Date —>
{/observation>
</subjectOf2y
<subjoct0f2 typeCode="SB]">
(organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSysten="2.16. 840, L. 113883, 3. 085, 2, 1. 1. 20" codeSystemVersion="1.0" displayName="
relevanibledicalBistoryindConcurrentConditions”/>
{compenent typeCods="COMP™>
{ohservation classCode="0BS” moodCode="EYN">
Seode code="D, 7. 1.x. 1b” codeSystem="2, 16, 840. 1, 113883, 6, 163" codeSystemVersmn— D.7.1Lr.ta"/>
<¢l— B.7.1.r. 1a: HedDRA Version for Medical History #I —>
{— D.7.1.1. 1b: Medica) History (disease / surgical procedure / etc.) (MedDRA code) #1 —>
{affactiveTime xsiitype="IVL_TS">
<low valua="20090101"/>
¢!——B. 7. L1.2: Start Date #1 —
<high value="200201917/>
¢!— D.1.1.r.4: End Date #l —>
¢/effactiveTime>
{outboundRelationship? typaCode="COMP™>
{observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16. 840, 1. 113883, 3,989.2. 1, 1. 19" codeSystenVersion="1.1"
displayName="comment”/>
<value xsi:type="ED">D.7. L r, 5¢/valued
{l— D.7. Lxr.5: Comments #1 —>
{/observationy
</outhoundRelationship2>
{eutboundRelationship2 typeCode="EXPL™>
{observation classCode="0BS" meodCode="EVN">
{code code="38" codeSystemr="2. 16,840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="11"
displayName="fami lyHistory”/> Lo
{valua xsiitype="BL" valus="true®/>
{}— D, 7.Lr.6: Fanily History #1 —>
{/observation>
</outboundRelationship2>
¢inboundRelationship typeCode="REFR">
{observation classCode— 0BS” woodCode="EVN">
{code code="13" cedeSystem— 2.16. 840, 1. 113883, 3. 989, 2 1.1. 18" codeSystanVersion="1,1"
displayName="continuing”/>
<value xsi:type="BL" value="true”/>
<|— B.7.1.x. 37 Continuing 1 —>
{/observation>
</inboundRelationship>
{/observaticn?
{/conponent
{component typeCoda="COMP">
{abservation classCode="0BS" meodCode="EVN™>
<oode code="D. 7. L1, 1b” codeSystew="2. 16, 840, 1. $13883. 6. 163" codeSystenVerszion="D.7.l.r.1a"/>
{[— D.7.1.x la: MedDRA Version for Medical History #2 —>
I~ I 7. 1.1. 15 Madical history {diseass / surgical procedure / etc.) (MedDRA code) #2Z —>
<effectiveTime xsi:type="IVL_T5">
<low value="20090101"/>
<!— D.7.1.1.2: Start Date #2 —>
<high value="20090101"/>
¢<|— D, 7.Lr 4! End Date #& —
{/effectiveTine> ,



{outboundRelationship2 typeCode="COMP™>
<ohservation classCode="0BS" moodCode="EVN">
' {oode code="10" codeSystem="2, 16. 840, 1. 113883. 3. 988. 2. 1. 1. 19” codeSystenVersion="1, 1”7
displaybame="comment” /> .
{yalue xsittype="ED">D. 7. 1.z, B</valued
{]— D.7.L.r.5: Comments #2 —>
{/observation> !
" </outboundRelationship2> :
{outboundRelationskip2 typeCode="EXPL">
{ohservation classCode="0BS” moodCode="EVN">
<code code="38" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1, 1"
displayName="fami lyHistory”/>
<value xsi!type="BL" value="true"/>
<l{— D.7.1.r.§: Pamily History #2 —>
$/observation®
. {/outboundRelationship2>
¢inbotmdRelaticnship typeCode="REPR™>
<observation classCode="0BS” moodCods="EVN">
{eoda code="13" codeSystem="2. 16. 840, 1. 113883, 3. 885. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="continuing”/>
<value xsjirtype="BL" value="true"/>
<—D.7.1.r. 3 Continuing #2 — ' "
</observation» o :
</inboundRelationship>
{/observation>
</component>
<compenent typeCode="COMP™>
{observation classCoda="0BS" moodCode="RVN"> ’ )
<code code="18" ‘codeSystew="2, 5, 840, 1. 113883, 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
historyAndConcurrentConditionText”/> .
<{value xsiitype="ED">D. 7. 2<{/value>
i D.7,2: Toxt for Relevant Wedical History and Concurrent Conditions (not including reaction /
event; —> '
{/observation
{/component>
{compenent typeCode="COMP">
{observation classCode="0BS" moodCode="EVN">
<code code="11" codeSysten="3. I6, 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
concomitantTherapy”/> :
<value xsi:type="BL” value="true"/>
<!— D.7.3: Concomitant Therapies —>
{/observation>
{/component>
<{/organizer>
</subject0f2>
{subject0f? typeCode="SB]">
<orgapizer classCode="CATEGORY” moodCode="EVN™} .
<code code="2" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="druglistory”
/>
{compoaent typeCode="CHP">
{substanceAdministration classCode="SBADM" moodCode="EVH">
<effoctiveTime xsi:type="IVL TS"»
<low value="200901017/>
<|-- D.B.x. 4! Start Date #l —>
<high value="200001017/>
{l— D. 8. 2.6 End Data #1 —>
{/effectiveTime)
<congumable typeCode="CSH">
, {instancedfKind classCode="INST™> '
CkindOfProduct classCode="IMAT” determinerCode="KIMD">
{code code="D. 8. 1. 2h" codeSystem="TBD-WPID" codeSystemVersion="D.8.r.2a"/>
<l— D. 8. r.2a: WPID Version Date / Number #1 —>
<l— D.8.r.2b: Wedicinal Product Idéntifier {MPID) #I —>
. : " <namedD. 8, r. 1<{/name>
¢!— D.B.r.1: Neme of Drug as Reported #1 —>
</kind0fProduct> o
¢/instanceOfKindy
¢/consumable)
{outhoumdRelationshin? typaCode="RSON">
{observation classCede="0BS" moodCoda="FVN">
<code code="1§" codeSystom="2. 16. 840C. 1. 113883. 3. 889. 2. 1. 1. 19" codeSystemVersion="1, 1”
displayName="indicatisn”/> e
{value xsiitype="CE” code="D. 8. ¥, 6b" codeSystem="2, 1. 840. 1, 113883. 6, 163" codeSystenVersion="
D.8.x. 88"/ :
<|~— D.8.7.6a: MedDRA VYersion for Indication #1 —>
¢i-— D.8.r.6b: Indication. {HedDRA code) HI —> . .
{/obgervation>
</outboundRelationship2>
{outboundRalationship? typeCode="CAUS™> |
<observation classCode="0BS" moodCode="EYN">
<code code="29" codeSystem="2. 16, 840, 1, 113883, 2, 989, 2,1, 1. 19" codsSystenVersion="1.1"
‘displayNeme="reaction”/> ’ " ' .
{value zsi!type="CB" code="D.8.r.'7h" ccdeSystenF'?. 165, 840 1. 113883. €. 163" codeSystemVarsion="
D.B.x.7a"/>
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’

displayName="indication”/>

D.8.r. 62" />

displayName="reaction”/>

D.8.x Ta7/y

reportadCause0fDeath”/>

reportedCause0fDeath”/>

cause0fDeath”/>

r. la"> .

<l— D, 8.1, 7a: MedDRA Versien for Reaction #1 —>
¢{— D.8 r.7b: Reaction {MedDRA code} #1 —>
</observationd
</outboundRelationship2>
{/substanceAdministration>
{/component>
{component typeCode="COMF™>
{substanceAdministration classCode="SBADM” moodCode="EYN">
{effectiveTime xsi:type="1VE_T5™>
<low value="200901017/>
<|— D.B.r. 4! Start Date #2 —>
<high value="200201017/>
¢!~ D.8.r.5: End Date #2 —>
{feffectiveTime>
<consumable typeCode="CSM">
{instanceOfKind classCode="INST™>

<kind0fProduct classCode="MMAT” determinerCode="KIND">
<code code="D, 8, 1. 3b" codeSystem="TBD-PhPID” codeSystenVersion="D.8.r, 3a"/>

¢(l— D.8.r.3a: PhPID Version Date / Number —>

<l— D.8 r.3b: Pharmaceutical Preduct Identifier (PhPID) #2 —>

<name?D. 8. 1. 1<{/nane>
¢}— D.8.r. i: Name of Drug as Reported f2 —>
< /kindOfProduct>
{/instance0fKind>
{/consumable>
<outboundRelationship? typeCode="RSON">
{observation classCode="0BS" mocdCode="EVN">

{code code="19" codaSystem="2, 16. B40. 1. 113883. 3. 98%. 2. 1. 1. 19" codeSystenVersion="1, 1"

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

¢l— D.B.x.6a: MedDRA Version for Indication #2 —>

¢l— DP.8.r.6b: Indication (MedDRA code) #2 —>
{/obsexrvation>
¢/outboundRelationship2>
<outboundRelationship2 typeCode="CAUS™>
{observaticn classCode="8B3" moodCode="8¥YN">

{code code="29" codeSysten="2. 15.840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1. 1"

¢value ¥siitype="CE™ code="D.8.x. 7b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="

<]— D.8.1. Ta: HedDRA Version for Reaction #2 —>

{l— b.8.xr.Tb: Reaction {MedDRA code) #2 —>
{/obgervation?”

</outboundRelationship2>
{/substanceAdministration?
</component?

¢/organizer>

</subject0f2>

" <subjectOf2 typaCode="SBI™> -

{observation classCode="0BS" moodCode= EVN")

{cade code="32" codeSysten="2. 16. 840. 1. 113883.3.989. 2. 1. L. 19" codeSystemVersion="1.1" dlspiayName—

<valte xsi:type="CE" code="D.9.2.r.1b" codeSystem="2. 16. 840. 1. 113883 6. 163" codeSystemVersion="D.9. 2.1, 18"y
{4~ D, 9,2, 1. 1a: WedDRA Version for Reported Cause(s} of Death #1 —>

{}— D.9.2.r.1b: Reported Cause{s) of Death (Hed]}RA code) #1 —>

<otriginalText>Dh 9. 2. . 2¢/original Foxt>
{4— D.9,2.1r.2: Reported Cause{s) of Death (free text) fil —>
<fvalued
</observation>
</subjectOf2>
{subject0f2 typeCode="SBI"™>
(observation classCode="0BS” moodCode="E¥YN™>

¢eode code="32" codeSystem="%. 16, 840, 1. 113883. 3.989.2.1. 1. 19° codeSystenVersion="1.1" displayName="

Cvalue xsiitype="CE" code="D. 9.2 r.1b" codeSystem="2. 16,840, 1, 113883, 6, 163"

¢}— 1.9.2.r. 1a: HedDRA Yersiorn for Reperted Ususe(s) of Death #2 —>
{}— D.9.2. 1. 1b: Reported Cause(s) of Death (MedDRA code) #2 —>
<originalText>D, 9, 2, r. 2{/originaiText>

<§— D.9,2. 1. 2: Reported Causels) of Death {free text) #2 —>

codeSystemVersion="D.9. 2. r. 1a">

£/value>

</observation>

¢/ subjectOf2>
<subject0f2 typs

Code="SB] ">

{observation classCode="0BS” moodCode="EVN">
¢code code="5" codeSystem="2. 16. 840. 1. 113883, 3,985, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="autopsy”/>
<value xsiltype="BL" value="true"/>

<d—n9

3 Was Autopsy Done? —>

{outhoundRelationship? typeCode="DRIV">

<obs

ervation classCode="0BS" moodCode="EVN">

{cods code="8" codeSystem="2.16. 840, 1. 113883, 3. 988, 2. 1. 1. 19° codeSystemV¥ersion="1,1" displayName="

{yalue xsiitype="CE" coda="D. 5. 4 r. Ib” codaSysten="2.16.840. 1. {13883. 6. 163"

codeSystemVersion="D, 9. £.



{}— D.8. 4.1, la: MedDRA Version for Autopsy-determined Cause{s) of Death #L —>
¢l— D.9, 4. 1. Ih Autopsy—determined Cause{s) of Death (MedDRA code) #I —>
<originalText>D, 9.4, r. 2{/originalText>
<d—D.g.4.1.2: Autopsy—detemlned Cause(s) of Death (free text) #1 —>
</value>
{/observation?
</outboundRelationship2>
{outhoimdRelationship? typeCode="DRIV">
{observation classCode="0BS” moodCode="EVN"> .
<code code="8" codaSystem="2. 16, 840, 1, 113883. 3, 989, 2.1, 1. 197 codeSystenVersion="1. 17 displayName="
causa0fDeath”/>
<yalue xsi:type="CE” code="D. 9.4 r.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystenVeraion="D.9. 4.
r.1la™> -
<i— D.9.4.r. ta: MedDRA. Version for Autopsy-determined Cause(s) of Death #2 —>
{i~- D.9. 4.1, tb Autopsy—determined Lause(s) of Death (HedDRA code) #2 —>
<eriginalTexi?D. & 4. . 2¢/eriginaiTaxt>
<l— D9, 4, r.Z. Autopsy—determined Cause(s) of Death (free text) #2 —>
</value>
{/observation>
</outboundRelationship2>
{/observation>
. </suhject0f2>
<subject0f2 typeCode="SB]™>
Cobservation classCode="0BS" moodCode— EVN™> )
<id root="154ehBBI-0D58h— —45£2-a02f 42344684667 E" />
{eods code="20" codeSyster="2. 18, 840, 1. 113883. 3. 989, 2. 1. 1. 19™ codeSystenVersion="1, 1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_IS">
<lov value="2009010"/>
" ¢}~ E.i.4: Date of Start of Reaction / Bvent #1 —>
<high Value="2\0[}90102”/>
¢1— E.i.5: Date of End of Reaction / Event #1 -~
{/offactiveTime>
{value xsiitype="CE' code="E.1i.Z. 1b" codeSystem="2. 16. 840. 1. 113883, 6, 163" codeSystem‘v’ersion— E.i.2.1a™
{l— B i.2.1a: MedDRA Version for Reaction / Event Hl —>
¢l— B.1.2.1b: Reaction / Event (MedDRA code) #1 ——>
{originalText language="E.1i. 1. 1b"ME. i.1. lal/originalText>
<l-- B.i.1, la: Reaction / Bvent as Reported by the Primary Source in Native Language #1 -->
{!— B.i. 1. 1b! Reaction / Event as Reported by the Primary Source Language #1 —»
</value)
Clocation typeCede="LOC">
(locatedBntity classCode="LOCE™> .
{locatedPlace classCode="COUNTRY” detarminerCode="INSTANCE™>
{cods code="E, i.9" codeSysten="1.0. 3166.1.2.2/>
{{— E.1.9: Identification of the Country Where the Reaction / Eveat Occurred #1 —>
{/lecatedPlace>
{/locatedEntity>
{flocation>
<outhoundRelationship2 typeCode="FERT">
{chservation classCode="0BS” moodCode="EVN™>
- <code code="30" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. L. §, 18" codeSystemVersion="1. 1" displayMame="
reactionForTranslation”/>
<value xsi:type="ED"DE, i, 1. 2{/value}
¢|-— £.1.1.2! Reaction / Bvent as Reported by the Primary Source for Translation i1 —>
</ohservation>
</ostbhoundRelationship2>
{outhoundRelationship2 typeCede="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="37" codeSystem="2. 5. 840. 1. 153883, 3.980. 2. L. L. 18" codeSystenVersion="1.1" displaylame="
termfighlightedByReporter”/> . .
<value xsi:type="CE” code="E. i.3.1" codeSystem="2, 16. 840. 1. 113883. 3. 989. 2. 1. 1. Lt” codeSystemVersion="
2.0/
<= B.4.3.1¢ Tern Highlighted by the Reporter #1 —>
</observation>
¢/outboundRelationship2y
{outhoundRelationship2 typeCoede="PERT">
<observation classCode="0BS" moodCode="EWN">
o <code code="24" codeSystem="2, 16, 840. 1.‘ 113883, 3,989, 2, 1. 1, 19”7 codeSystenVersion="1.1" displayName="
resultsInDeath”/> -
Cvalue xsiitype="BL" value="true"/>
<l-- F.i.3,28 Results in Death fil —>
{/observation> ~ ’ -~
< /outhoundRelationship2>
¢outboundRelationship? typeCods="PERT" >
{ohservation classCode="0BS" moodCode="BVN">
N {code code="21" codeSystem="2.16. 840. 1. 113883, 3.989. 2, 1. 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening”/>
{value xsi:type="BL" nullFlavor="NI"/>
¢l— E.i.3.2b: Life Threatenmg 1 —>
</abservation>
¢/outboundRelationship2>
{outhoundRelationship? typeCade="PERT">
{observation classCode="0BS” moodCode="EVN"> R
{code code="33" codeSysten="2. 16. 840, 1. 113882, 2,989, 2.1. 1. 19" codeSystenVersion="1. 1" displayiame="
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requiresInpatientHospitalization™/>
{value xsiitype="BL" value="true"/>
{l— E. i, 3. 2¢: Caused / Prolonged Hospitalisation #1 —>
</observation’
fowthoundRelationship>
{cutboundRelationship? typeCode="PERT™>
Cobservation classCode="0BS” mocdCode="EVN™>
{code code="36" codeSysten="2.16.840. . 113883, 3. 989, 2, 1, 1. 19" codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
. <value xsi:type="BL" nuilFlavor="NI"/>
¢|— B.i,3.2d: Disabling / Incapacitating #1—>
{/observation?
{/outboundRelationship2>
LowtboundRelationship? typeCode="PERT™>
{cbservation ciassCode="0BS" moodCode="EVN™>
<cods code="12" codeSystem="%, 18, B40. 1. 113883, 3.988. 2. 1. 1, 19" codeSystemVersion="1, 1” displayNeme="
congenitalinomalyBirthDefect”/>
(value xsitype="BL” nuliFiavor="NI"/>
- ¢$—— E.i.3.2e¢: Congenital Anomaly / Birth Defect #1 —>
. {/observation?
</outboundRelationship2>
{outboundRelationship2 typeCode="PRRT">
{observation classCode="CBS” moodCade="EYN™>
Ceode code="26" codeSystem="2. 16. 840, 1. 113883, 3.989. 2, 1. 1. 18" codeSystemVersion="1.1" displayName="
otherlledicallylmportantCondition”/>
{value xsi!type="BL” value="true”/>
¢i— E. i.3.2f: Other Medically Important Condition #I —>
</observation>
{/outboundRelationshipz>
{outboundRelationship2 typeCode="" PERT >
{observation classCodd="0B3" moodCode="EVN">
Ceode code="27" codeSyster="2, 16. 840. 1. 113883. 3. 989, 2. £. 1. 19" codeSystemVersion="L, 1" displayMame="
outcome” />
Cvalte xsi:type="CH" code="E.i.7" codeSystem="2, 16, 840, 1, 113883.3.980. 2. 1. 1. 11" codeSystemVersion="2.
vy ) i
{i— E.1.7: Quicome of Reaction / Event at the Time of Last Observation #1 —>
¢/observation?
{/outboundRelat ionship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0B3" moodCade="EVN">
<code code="24" codeSysten="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/> )
<value xsi‘type="BL” value="true"/>
<i— B.i,8: Medical Confirmation by Healthcare Professional #i —>
</observation>
{/outbotindRelationship2>
{outbeundRelationship? typeCode="PERT™>
{cbservetion classCode="0BS™ moodCode="EVN'> ‘
Ccode code="11" todeSysten="2. 16. 840. 1, 113883, 3, 989,5, 1, 3. 2. 1. 10" codeSystemVersion="1 Q” displayName=
“Sem - BRECS ,
<value xsiitype="CE" code="J2.14.1" codeSystem="2. 16,840, 1. 113883.3.886.5.1,3.2,1,8"
codeSystenVersion="1.1"/> ) .
{i— @EAF2. B4, i A BRA 1 —
{/observation>
¢/outhoundRelationship2>
{/observation>
¢/subject0£2>
<subjectOf2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
¢id root="7haa2Bd6-cle8-dafic—93eg-! 5b86[)b314220'/>
{code code="28" codeSysten="2. 16, 840. 1. 113883. 2, 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

{offectiveTime xsi:type="IVL_TS"> ,
<low value="200901017/>
¢|—~ B.i.4: Date of Start of Reaction / Event #2 —>
<width value="24" unit="E,i.6b"/>
<{— T.1.6a: Duration of Reaction / Event {(number) #2 —>
¢i{-~ E.i,Bh: Duration of Reaction / Bvent {unit) #2 —>
{/offectivelime>
Cvalue xsiitype="CE" code="E. i. 2. 1b” codeSystem="2, 18. 840, 1. 113883. 6. 163" codeSystenVersion="E. i, 2. 1a">
{l— B.i.2.1s! HedDRA Version for Reaction / Bvent 2 —>
¢l— E.i.2.1b: Reactiocn / Event {fedDRA code} #2 —>
{originalText language="E.i.1. 10"JE. i. 1. la{/oxriginalText>
{l— E.i.1.la: Reaction / Bvent as Reported by the Primary Source in Native Language #2 ——
¢|— E.i.1.1b: Reaction / Event as Reported by the Primary Scurce Language #2 —>
</value>
{location typeCode="LOC”")>
<locatadPntity classCode="LOCE">
{ocatedPlace classCode="COUNIRY”™ determinerCode="INSTANCE™>
¢cade code="E, 1,9 codeSystem="1. 0. 3166,1.2.2"/>
¢l~- B.1.9: ldentification of the Couniry Where the Reaction / Event Occurred #2 —>
</locatedPlaced
{/locatedEntity>
¢/location>
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reactionForTranslation”/>

texmHighlightedByReporter”/>

.07/

resultsInBeath”/>

- igLifeThreatening”/>

requiresInpatientHospitalization™/>
V

resultsInPersistentOrSignificantDisability”/>

congenitalAnoﬁalyBirthDafect’/ >

otherMedicallyImportantCondition”/>

outcome” />

[

medicalConfirmationByHeal tiProfessional”/y

- {outboundRelationship2 typsCenEJFERT”)

{otttboundRelationship2 tyPeCode— PERT™>
{ohservation classCode="0BS" moodCode="EVN">
<cede code="30" codeSystem="2.16,840. 1. 113883.3.989.2. L. 1. 19 codeSystenVersion="1.1" displayName="

<value xsi!type="ED™)E. i.1.2¢/vaiue> ’ !
<{]— E.i.1.2: Reaction / Event as Reportad by the Primary Source for '[ranslatmn H#a —>
</obsarvation>
</outboundRelationship2»
{outboundRelationship? typeCode="PERT” >
{observation classCode="0BS" moodCode="EWN">
<code code="37" codeSystem="%2, 1§, 840, 1, 113883. 3, 989. 2, 1, 1. 19” codeSystenVersion="1.1” displayName="

<value xsi:type="CB” code="E.1i.3.1" codeSysten="2, ]iﬁ. 840, 1. 113883, 5. 980, 2. 1, 1, 10”7 ‘codeSystenVorsion="

{l— B.i. 3 I:Texrm Highlighted by the Reporter #2 —>
{/obsarvation?
{/outboundRelationship2>

" moodCode="EVN™>
tem="3, 18, 840, 1, 113883, 3, 989. 2. 1. 1. 19”7 codeSystemVersion="1. 1”7 displayName="

{observation ¢lassCode="0B,
{code code="34" codeSy

<valve xsi:type="BL" valus="true"/>
{|--B.i, 3, 2a Results ir Death #2 —>
{/observation)
</outboundRelationship2>
{outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="E¥N">
{code code="21" codeSystelF"Z.‘lG. 840. 1. 113883, 3,989, 2. 1, 1. 19” codeSystemVersion="1. 1" displayName="

Cvalue xsiztype="BL” nullFiavor="RI"/>
<l— E.i,3.2b: Life Tbreatemng 2 —>
{/observation>
</outboundRelationship2>
{autboundRelationship? typeCode="PERT">
{observation classCode="0BS" noodCode="EVN">
€code code="33" codeSystem="2, 16, 840 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

<value x=i:type="BL" value="tzue"/>
{!— E.i.3. 2¢t Caused / Prolonged Hospitalisation #2 —>
</ohservation> R
{/outboundRelationship2>
CoutboundRelationship? typeCode="PERT">
{observation classCode="0BS" tocdCode="EVN™>
{code'code="36" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSysta]e}’arsiun="l. 1

"

displayName="

{value xsi:type="BL" nullRlavor="NI"/>
¢}— E.i.3.2d: Disabling / Incapacitating #2 —>
</obsetrvation?
{/outhoundRelationship2>
<outboundRelatienship? typeCode="PERT">
<obhservation classCode="0B5" moodCode="EVN">
<ocode code="12" codeSysten="2 16, 840. 1. 113883, 3,989, 2. 1. 1. 19” codeSystemVersion="1, 1" displayName="

?

<value xsi:type="BL” nullFlavor="Ni"/>
<(l— B.1i. 3. 2! Congenital Anomaly / Birth Defect fi2 —>
{/ohservation> '
{/outhoundRelationship2>
{outboundRelationship? typeCode="PERT">
Cobservation elassCode="0BS" moocdCode="EVN">
<cods code="26" codeSystem="2. 6, 840, 1. 113883. 3. 080, 2. 1. 1. 19" codeSysienVersion="1.1" displayName="

value xsi:type="BL” value="trua"/>
<l— B.i.3.2f: Other I.{edlcally Important Condition #2 —>
{/chservation>
{/outboundRelationship2>
<outthoundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EYN">
Ccode coda="27" cpdeSYstarF'Z. 16. 840. 1, 113883, 3,980, 2, 1, 1, 19" codeSystenVeraion="1. 1" displayName="

¢value xsiitype="CE” code="E. i7" codeSystem="2. 16, 840, 1. 113883, 3, 989, 2. 1. L 11" coduSystenVersion="2.

{I— B.4.7: Outcows of Reaction / Bvent at the Time of Last Observation #2 —»
{/observation>
</outboundRelationship2>
<outhoundReTationship? typeCode="PERT" >
<ohservation classCods="0B5" moodCode="EVN">
{code code="24" codeSystem="2, 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystenVersien="1. 1" displayName="

<value xsi:type="BL” value="true”/> -
<!~ E.i.8: Medical Confirmation by Healthcare Professional #2 ~>
{/observation>
{/outboundRelationship?)
<gutboundRelationship2 typeCoede="PERT"™>
{obzervation classCode="0BS" moodCode="BYN">
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“ddn - BET,

. codeSystemVersion="1.1"/>

reactionForTranslation” s>

termiighlightedByReportetr™ />

20"/

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

¢code code="11" codeSystam="2. £6. 840, 1. 113883. 3,989, 6. 1. 2.2, I, 10" codeSystemVersion="1,0" displayName=

<value zsiitype="CE” code="J2.14.i” codeSystem="2.1€.840. 1. 1i3883.3.989. 6. 1. 3.2.1,8"

<l— 688J2. 14. 1 4 - BERD H2 —> '
¢/observation>

{/outboundRelationship2>

{/observation?
{/subject0f2>
{subjectOf2 typeCode="SBI">
{chservation classCode="0BS" moodCode="EVN™>

<id roct="3a8626chb-8f1b-4eaBBalf-c0ff34430adf™/>

{code codo="29" codeSystem="2. 16. 840. 1. 113883. 3. 984, 2. 1. 1. 197 codeSystemVarsion="L. 1" displayNeme="reaction”/>

{effectivelime xsiitype="IVL_TS™>
{width value="24" unit="E i. 6b"/>
<!— B.1.Ba: Duration of Reaction / Event (number) #3 —>
{}~ B, i.6b: Duration of Reaction / Bvent (unit) #3 —>

<high value="20101201"/> -
¢(|— E.i.5: Date of Bnd of Reaction / Bveni #3 —>
{/effectiveTime>

Cvalue xsi:type="CE” code="E.1i. 2. 1b* codeSystem="2. 16, 840. 1. 113883, 6. 163" codeSystemVersion="E.i. 2, la™>
¢l-- 1. 1. 2. 1a: ¥edDRA Version for Beaction / Event #3 —>
¢l-— E.i.2.1b: Reaction / Event (MedDRA code} H3 ——>
CoriginalText language="E. i.1.1b"2E, i. 1. la{/ecriginalText>
{{— B, 5. 1.1ar Reaction / Event as Reperted by the Primary Source in Native Languzpe #3 —>
{§~— B.i,1.1b: Reaction / Event as Reported by the Primary Source Language #3 —>
<fvalue>
Clocation typeCode="10C">
<locatedRntity classCode="LOCE">
ocatedPiace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E. i.9" codeSysten="1.0.3166.1.2,2"/>
{}— E.3,9: Identification of the Country here the Reaction / Event Occurred #3 —>
</locatedPlace>
<{/located@ntity>
</ location>
$outboundRelationship2 typeCode="PERT">
{cbservation classCode="0UBS” moodCode="EVN">
eode code="30" codeSystewr="2, 16, 840, I, 113883, 3.589. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<yalue xsi:type="ED"2E. i. 1. 2{/value>
{|-- E.i.1.2! Reaction / Event as Reported by the Primary Source for Translation §#3 -~
{/abservation>
</oytboundRelationship2?
{outboundRelationship? typeCode="PERT">
{observation classCede="0BS” moodCode="BYN">
<code code="37" codeSystem="2. 16, 840, 1, 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

<value xsiitype="CE” code="E.i.3.1” codeSystem="2. 16, 840, 1, 113883. 3, 9B9. 2. 1. 1. 10" codeSystemVersion="

<}— E.i.3. 1:Term Highlighted by the Reporter #2 -
{/observation>
{/outboundRelationship2?
<outboundRelationship2 typeCode="PERL”>
{observation classCode="0BS" moodCode="EVN">
<code code="34" codeSystem="2, 16, 840, 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<valus xsi:type="BL” value="trus"/>
¢l— E.i.3.7a: Resulis in Death #3 —>
</ohservation>
{/outboundRelationships>
CouthoundRelationship2 typeCede="FERT">
(observation classCode="0BS” moodCode="EVN™>
{cods code="21" codeSysten="2. 16.840. k. 113883.3.989. 2. L. 1. 19" codeSystenVersion="1.1" displayName="

Cvalue xsiitype="BL" nuliFlavor="NI"/>
<|— E.i.3.%b: Life Threatening #3 —
{/observation>
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

(value xsiitype="BL” value="true’/>
{l— E.1.3.2¢! Caused / Prolonged Hospitalisation #3 —
{/ohservation>
¢/outhoundRolationship2)
{outhoundReliationship? typeCode="PERT">
{observation classCode="OBS" moodCode="EVN™>
{code code="35" codeSysten="2, 16. 840. 1, 113883, 3, 989.2. 1. 1. 19" codeSystemVersion="1, 1" displaylame="

resultsinPersistentOrSignificantDisability”/> :

{value xsi:type='}3L’ nullFlavor="NI"/>
¢1-- E.1i,3.2d: Disabling / Inecapacitating #3 —>
{/observation>
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</outboundRelationship2>
LouthboundRelationship? typeCode="PERT™>
{observation classCode="0BS” moodGode="EVN"> . o
<code cade="12" codeSystem="2. 16. 840C. 1. 113883. 3. 989. 2. L. 1. 19” codeSystemVersion="1. 1" displayName="
congenitalAnomal yBirthDefect”/> E -
<yalue xsi:type="BL" nullFlavor="RI"/»
¢i— B. i, 3. 2e: Congenital Anomaly / Birth Defect 13 —>
{/cbservationy
<JoutboundRelationship2>
<outboundRelaticnship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="26" codeSystem="%2, 16, 840. 1. 113883, 3.989,2.1. 1, 19 codaSystemVersion="1.17 displayName="
otherMedicallyImportantCondition”/> .
<value xsi:type="BL” value="true”/>
<l— B.i.3.2# Other Medically Important Condition §3 —>
{/observationd
{/outhoundRelationship2>
{outhoundRelationship2 typeCade="PERT">
{observation classCode="UBS” moodCode="EVN"> C
<eode code="27" codeSystem="2, 16. 840, 1. 113883, 3,989, 2. 1. 1. 19” codeSystemVersion="1.1" dispiayName="
outcome”/> .
<value xsiitype="CB” code="E, i.7" codeSystew="2. 16. B40. 1. 113883. 3, 989. 2. 1. 1. 11" codeSystemVersion="2,
o7/ .
<|— B.1i.7: Outcome of Reaction / Bvent at the Time of Last Observation #3 —
{/observation> .
{/outhoundRelationship2>
<outhoundRelationship2 typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN">
- <sode code="24" codeSystem="2, 1§, 840, L, 113883, 3,989, 2. 1, 1, 19” codsSystenVersion="1.1" dispIayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:typs="BL" valus="true”/>
<!-- E.i.8: Medical Confirmation by Healthcare Professicnal #3 —>
{/obsarvation>
+ ¢/outboundRelationship2>
{outboundRelationshipZ typeCode="PERT">
{cbservation classCode="0BS” moodCode="EVH™>
Ceode code="11" codeSystem="2. 18, 840. 1. 113883. 3.989. 5. 1.3. 2. 1. 107 cﬂdeSystem‘lersion=’l.ﬂ' displayNams=

A - BEANT/ )
<yalue xsi:type="CB” code="J2. 34 1" codeSystem="2. 16.840.1, 113883. 3.980.5.1.3.2.1.87
codeSystenVersion="1. 1"/
B <I— @8erz. 14,1 - B 3 —
{/obsexvation>
</outboundRelationship2y
{/observation>

{/eubject0f2>
<subject0f2 typeCode="SB]">
{ohservation classCode="0BS" moodCode="EVN™>
<id root="2e99840f08b4—499c—BOLF- dd8455f4f835'/>
Ccode code="29" codeSysten="2. 16, 840, 1. 113883. 3. 989, 2. 1 118" codeSystenVersion="1. 1" displayName="reaction”/>

{offectiveTime xzi:type="SYPR_I5"»
{comp xsi:type="IVL_TS">
<low value="20080101"/>
|-~ B i.4: Date of Start of Reactmn / Bvent #4 —>
<high value="20101201"/>
{l— B.i.6: Date of And of Reaction / Bvent #4 —
{feomp>
{comp x5i:type="IVL_T5" operater="A">
(width valus="24" unit="E. i.6p"/>
¢}— E. i.6a‘ Duraticn of Reaction / Event {number) #4 —>
{l— B i.6b: Duration of Reaction / Event {unit) #4 —>
{/comp>
{/effectiveTime> .
{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 / Bveni #4 —>
{l— E.i.2.1b% Reaction / Event (MedDRA code) #4 —>
{originalText language="E. 1. L. 1b™E. i.1. lal/originalText>
¢l-- E.i.1. 1a: Reaction / Event as Reported by the Primary Scurce in Native Language #4 —>
<|— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language fi4 —>
<fvalue>
{location typeCode="LOC™>
(locatedEntity classCode="LOCE™>
<locatedPlace classCoAdF'COUNTR\" determinerCode="INSTANCE">
{code code="E.i.9" codeSysten="1.0.5166.1.2.2"/>
{l-- E.i.9: Identification of the Couniry Where the Reaction / Evant Occurred #4 —>
{/locatedPlace? .
¢{/locatedBatityy
</location>
<outhoundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
Ceode code="30" codeSystem="2. 16. 840 1. 113883. 3. 989. 2. 1, . 18" codeSystemVersion="1 1" dieplayName="
reactionRorTranslation”/>
Cvalue ¥siitype="ED">E. 1,1, 2{/value> :
<l-- B.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 —->
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{/observation?
{/outboundRelat ionship2>»
<outboundRelationship? typeCode="PERT"> .

{ohservation classCode="0BS” moedCoda="REVN">
) <code code="37" codeSystem="2. 16. 840, 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="
termiighlightedByReporter”/> .
<value xsiitype="CE” code="E.i.3.1" codeSysten="2.16. 840. 1. 113883, 3.989. 2. 1. I, 10" codeSystemVersion="

2.07/>
¢l— B.1.3.1:Term Highlighted by the Reporter #4 -->
{/observation>
{/outboundRelationship2>
{outhoundRelationship? typeCode="PERT">
<ohservation classCode="0BS" mondCode="EVN™> '
Ccode code="34" codeSystem="2, 16. 840. }. 113883, 3,988. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
resultsIrDeath”/> .
<value xsiitype="BL” valus="true"/>
¢l— E.i.3,2a: Results in Death #14 —>
¢/cbservation?
) {foutboundRelationship2>
t {outboundRelationship? typsCode="PERT">
{observation classCode="0BS" mocdCode="EVN">
<code code="21" vodeSystem="2. 16. B40. L. 113883. 3. 080. 2. 1. 1. 19" codeSystenVersion="1, 1" displayName="
isLifeThreatsning”/> -

<value xsi!type="BL” nullFlavor="NI"/>
¢J— B, i.3.2b: Life Threatening #4 -->
{/observation> .
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
. , {code code="33" codeSystem="2, 16, 840, [. 113883, 3,980, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<{yalue xsiitype="BL" value="true"/>
<t E.1.3.2c; Caused / Prolonged Hospitalisation 4 —
{/observation>
¢/outboundRelationship?>
CoutboundRelationship? typeCode="FERT™>
¢observation classCode="0BS" moodCode="EVN">
{cade code="35" codeSystem="2. 18, 840, 1. 113883, 3, 889. 2. 1. 1. 19" codeSystemVersion="1.1" displayNamo="
resultsInPersistentOrSignificantDisability”/> ’ .
{value xsi:type="BL” nullFlaver="NI"/>
{}— E.:.3.2d: Disabiing / Incapacitating f4 —>
{/observation)
</outboundRelationship2>
{cutboundRelationship? typeCode="FERF">
{observation classCode="0BS" moodCode="EVN">
{code code="12" codeSysten="2. 16. B4C. 1. 113883. 3. 989, 2. 1, 1, 19" codaSystemVersion="1. 1" displayName="
congenital AnomalyBirthDefect”/> ’
(value xsiitype="BL" nuliFlavor="NI"/>
{f—- E.i.3.2e! Congenital Anomaly. / Birth Dafact #4 -
{/vbservation?
</outboundRelationship>
<outboundRelationship? typeCode="PERT”>
{chservation classCode="0BS" moodCode="EVN">
<code code="26" codeSysten="2, 15. 840. 1. 113883, 3. 989, 2. L. 1. 19” codeSystemVersion="1.1" displayMNamas="
othexMedicallyImportaniCondition”/>
. <value xsi:type="BL" value="true"/>
. <l— B i. 3. 2f: Other Medically Important Condition #4 —>
{/observaticn>
{/outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystew="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1, 1" displayName="
cutcome” /> .
<value xsi:type="CE" code="E, 1.7 .codeSystew="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystenVersion="2.
07/
<}— E. i, 7' Outcome of Resction / Bvent at the Time of Last Observation #4 —>
{/observation> .
</outboundRelationship2>
<outboundRelationship? typeCode="PERT"> -
{observation classCode="0BS" moodCode="EVN™>
{code code="24" codeSystew="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
’ <value xsi‘type="BL" value="true”/>
¢}-- E.1.8: Medical Confirmation by Healthcare Professional #¢ —>
{/ubservation>
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
<observation classCode="0BS" moodCode="EVN™> '
. <6ode code="11" codeSystem="2. 15. 840. 1. 113883, 3. 989, 5, 1. 3.2 1. 10” codeSystemVersion="1.0" displayName=
"SR - BT/ ) ’
<value xsi:type="CE” code="J2. 14 i" codeSystem="2. 16.840. 1. 113883.3.989.6.1.3.2. 1. 8"
codeSystemVersion="1. 1"/
<I-- gesJz. 14. 1 40 - Bfka 84 —>

</observation>
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reactionForTranslation” />
3

termiighlightedByReporter”/>,

.07/

resultsInPeath”/>

isLifeThreatening”/>

requiresInpatisntHospitalization”/>

</outboundRelatjonship2’

{/observation>
</subjeci0f2>
<subjectCE2 typelode="SBI™>
{observation classCode="0BS" moodCode="EVN™>

¢id root="1071064c-cf10-4a3b-83¢c1-34f9ddbTeabd />
(code code="29" codeSystem="2. 16. 840, 1. 113883, 3. 089, 2. 1. L. 19” codeSystenVersion="1 1" displayl!ame{reaction”/ >

<effectiveTime xsi:type="TIVE_IS">
<low value="200901017/>
<1+~ E.i, 4 Date of Start of Reaction / Bvent #5 —>
(/effectxveTlme)
¢value xsiitype="CE” code="E. i.2. 1b" codeSystem="2. 16, 840. 1. 113883. 6, 163" codeSystemVersion="E, i. 2. 1a™>
¢]— E.4.2.1a: MadDRA Version for Reaction / Fvent #5 —>
¢l— E. 4.2 1bs Reaction / Bvent (MadDRA code} #5 —>,
SoriginalText language="H. 1.1 1b"DE. i1 1a</or1gmal’l‘ext)
<— E. i1 la! Remction / Event as Reported by the Primary Source in Native Language §5 —)
¢l— E.i.1.1b: Reaction / Event as Reported by the Prmary Source Language §5 —>
</value>
{location typeCode="LOC">
<locatedEntity classCode="LOCE™>
(locatedPlace classCode="COUNTIRY” cletemmerﬂude— INSTANCE™>
<code code="E.i.9” codeSysten="1.0,3166.1.2.2"/>
¢— B, i, 9: Fdentification of the Country Where the Reaction / Event odcurred #6 —
{/locatadPlace>
{/locatedEntity>
{/location? -
{outboundRelationship? typeCode="PERT">
{ohservation classCode="0BS" mwoodCode="EVN">
{code code="30" codeSystem="2. £6.840. 1. 113883, 3, 985. 2 1.1.19" codeSystenVersion="1,1" displayName="

(value xsiitype="BD™E. i, 1. 2¢/value}
¢}— E. i 1.2: Reaction / Event as Reported by the Primary Scurce for Translation #5 —
</uvbservation> '
¢/outboundRelationship2>
(outboundRelationship? typeCode="] PERT i)
{observation ¢lassCode="0BS” moodCode="BVN™>
¢eode code="37" codeSysten="2. 16. 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" dispiayiama="

- <value xsiitype="CE” code="E.i.3.1" codeSystem="2.16.840. 1. 113883. 3.986. 2. 1. 1. 10"7 codeSystenVersion="

¢I— B.i.3.1:Tern Highlighted by the Reporter #6 —>
¢/ohservation>
{/eutboutidRelationship2>
<outbouudRelat10nsh192 {ypeCodo="PERT ">
{observaticn classCode="0BS" moodCode="EYN">
" loode code="34" codeSystem="2. 16, 840. 1. 113883, 3, 989, 2, 1, 1. 19” codeSystenVersion="1.1" displayName="

“¢value xsi:type="BL” value="true"/>
{}— B.i.3.2a: Results in Death #6 —>
</observation?

, </outhoundRelationship2>

<outboundRelationship? typsCode="PERT">
<ohzervation classCode="0BS" moodCode="EVN">
{eode code="217 codeSystem="Z. 16. 840, 1. 113883. 3. 589. 2,1, 1. 19" codeSystenVersion="1,1" displayName="

¢yalue xsittype="BL" nuliFlavor="NI"/>
{l— E.i.3.%b: Life Threatening #6 —>
{/ohservation>
{/outhoundRelationship2>
{outboundRelationship? typeCode="PERT">
Cehservation classCode="0BS" moodCode="EVN"> .
<oode code="33" codeSystem="Z. 16, 840, 1. 113883, 3, 989. 2. 1.1 19" codeSystenVersion="1. 1" displaylame="

{yalue xsi:type="BL” value="true"/>

¢]— E.1.8.2¢! Caused / Prolonged Hospitalisation #6 —> !
. {/observation>
{/outboundRelationship2> t

<outboundRelationship? typeCode="PERT">
<ohservation classCode="0B5" moodCode="BVN">
¢code code="35" codeSystem="2. 16. 840, 1. 113883, 3.983.2.1. 1. 19" codeSystemVersion="1,1" displayName="

resultsInPersistentOrSignificanthisability”/> .

congenitalAnomalyBirthDefect™/>

{value ‘Xsittype="BL” nullFlaver="NI"/>
_{1— E.1i.3.2d: Disebling / Incapacltatmg # —>
</observation>
< fouthoundRelat ionshin2>
<outboundRelationship? typeCode="PERT™>
{gbservation classCode="0B5" moodCode="EVN"> .
Ceode code="12" codeSysten="2. 16. 840. 1. 113883, 3,989, 2. 1, 1. 19" cadeSystemVersion="11" displayName="

<value xsi:type="BL" nullFlavor="NI"/>
}— B.1i. 3. 2¢: Congenital Anomaly / Birth Defect #5 —>
{/observation>
</outboundRelationship2>
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{outboundRelatienship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
(code code="26" codeSysten="%. 16, 840, 1, 113883. 3. 980, 2, 1. 1. 19" codeSystemVersion="1.1" displayMame="
otherMedicallyImportantCondition”/>
’ <value xsiitype="BL" value="trus"/>
¢l— E, 1,3, 2F: Other Medically Importart Condition H5 —>
</obsarvation>
</outhoundRelationship2?
{outboundRelationship? typeCode="PERT™> '
{chservation classCode="0BS" moodCode="EVN™>
{code code="27" codeSystem="2. 16, 840. 1. 113883, 3. 989, 2. L. 1. 19" codeSystemVersion="%, 1” displayName="
outcome” /> .
<value ¥siitype="CB” code="E.i.7” codeSystem="2. 16, 840. 1. 113883.3.989.2. 1. 1. 117 codeSystemVersion="2.
(Lo
¢{I— E.i.7: Qutceme of Reaction / Event at the Time of Lust Observation #i6 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERF">
{observation classCode="0BS" moedCode="EVN"> -
<code code="24" codeSysten="2. 16. 840, 1. 113883, 3. 989. 2, F. 1.19” codeSystemVersion="1.1" displayNeme="
nedicalConfirmationByHealthProfessional”/>
- <value ¥si:type="BL” value="true"/>
<l-- E.i,8! Medical Confirmatior by Healthcare Professional #b -—>
{/vbservation>
{/outboundRelationship2>
{outhoundRelationship2 typeCode="PERT">
{ohservation classCode="0BS” moodCode="EVH™>
. . <code code="11" codeSysten="2. 16, 840, 1, 113883. 3, 989. £.1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayNeme=
"SR - B/ 7 .
¢value xsittype="CE" code="J2 14.1" codeSystem="2.16.840. L. 112883.3,989,5,1. 3.2, 1. 8"
codeSystemVarsion="1. 1"/>
I— gearz. 14. 1 A - BEa #5 —
¢/observation>
</outboundRelationship2>
{/observatior>
{/subject0f2>
{subjectOfZ typeCode="SBJ"> .
{chservation classCode="0BS" moodCode="EVN">
¢id root="1f927283~10h6-4334-9d43-e525640fb18E" />
<code code="29" codeSystem="2. 16, 840. 1. 113883, 3. 689. 2. 1. 1. 19" codeSystemVersion="1.1" displayNawe="reaction”/>

(effectiveTime xsi:type="TVL T5™>
<high value="200901017/>
¢]-= E.i.4: Date of Start of Reaction / Bvent #5 —>
{feffectiveTime>
¢value xsiltype="CE” code="E. i, 2. 15" codeSysten="2. 16, 840. 1. 113883. 6. 163" codeSystemVersion="R. i. 2. 1a">
{l-— F.i, 2. la: MedDRA Version for Reaction / Event #6 —>
<}-- B.i.2.1b: Reaction / Event (HedDRA code} #6 ——>
{originaiText language="E.1i.l.1b"3E. i.1.1a{/originalText)
¢f— R.i.1.1a: Reaction / Event as Reported by the Primary Scurce in Native Language #6 —>
{}— E.i.1.1b! Reaction / Event as Reported by the Primary Source Language #6 —>
<fvalue>
{lecation typeCode="LOC™>
{lecatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNIRY. determinerCode="INSTANCE">
¢oode coda="E.1.9” codeSystew="1.0. 3166.1.2.2"/
¢I-- E.1.9! Identification of the Country Whers the Reaction / Event Ccourrsd #6 —>
{/locatedPlace>
</locatedEntity>
<{/location’ B
<outboundRelationshkip? ty’pe{)oda ="PERT">
. {observation classCode="0BS" mocdCode="EYN">
<code code="30" codeSysten="2. 16. 840, 1. 113883, 3,989, 2. 1. 1 19 codeSystemVersion="1.1" displaylName="
reactionForTranslation”/>
' <valus xsiitype="BD"E.1i. 1. 2¢/value>
<l— E.i.1.2: Reaction / Hvent as Reported by the Primary Source for Translation #6 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
{observation ¢ciassCode="0BS” moodCode="EVN"> _

. {code code="37" codeSysten="2..16, 840. 1. 113883, 3,085, 2. L. L. 18” codeSystenVersion="1.1" displayName="
termliighlightedByReporter”/> ' . :
<value xsiitype="CE” code="E.i.3.1" codeSystem="2.16.840. L. 113883, 3. 989, 2. 1. L 10" codeSystenVersion="
2,07/ '

{]— E.i.3.1:Term Highlighted by the Reporter {6 —>
¢/observation’
{/outboundReliationship2>
{ontboundRelatienship? typeCode="PERT">
¢observation classCode="0BS” moodCade="EVH™>
<code code="34" codeSystem="2. 16, 840, {, 113883, 3. 989. 2. 1. 1. 18” codeSystemVersion="1, 1" dispiayName="
resultsInDeath’/>
{yalue xsi:type="BL” value="true"/>
<|— B.i.3.2a: Results in Death #6 —>
{/observation>
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</outboundRelationship2y
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="BYN">
<code eode="21" codeSystem="2. 16, 840. 1. 113883, 3. 089, 2. 1. £. 197 codeSystemVexsion="1, 17 displayName="

isLifeThreatening”/>
<value xsi:type="BL" nullFlavor="NI"/> .
{|~— E.1.3.2b: Life Threatening #6 —> . ’
{/observaticn?

</outboundRelationship2>
<outboundRelaticnship? typeCode="PERT™>
<observation classCode="0BS" moodGode="E¥YN"> .
<code code="33" codeSystem="2.16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemnVersion="1. 1" displayName=" ’
requiresInpatisntBospitalization”/> .
. Cvalue xsiitype="BL" value="true"/>
- <}~ E. 1.3, %c! Caused / Prolongad Hospitalisation #ﬁ vl
¢/observation®
</oithoundRelationshkip2y
ZoutboundRelationshin? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™> -
{code code="35" codeSystem="2. 16, 840. 1. 113883, 3. 980. 2. 1. 1. 19" codeSystemVersion="1. 1" displayiame="
resultsInPersistentOrSignificantDisability”™/> ’ .
<yalue xsi:type="BL” nullFlavor="NI"/>
<|— B.i.3.2d: Disabling / Incapacitating #& —>
</observation>
</outboundRelationship2»
CouthboundRelaticnship? typeCode="PERT">
<obsetrvation classCode="0BS” moodCode="EVN™>
<code code="12" codeSystem="2. 16, 840, 1, 123883, 3, 089. 2.1, 1. 19" codeSystemVersion="1, 1" displayName="
congenitalAnomalyBirthDefect”™/> ( ’ .
: Cvalue xsiitype="BL" nullFlavor="NI"/>
<|— E.i.3.%: Congenital Anomaly / Birth Dofect #5 —>
¢/observation>
</outboundRelationship2
SoutboundRelationship? typeCode="PERT™>
<observation classCode="0BS" moodCode="RVN"> .
<code code="26" wvodeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantConditicn”/> )
<value xsiitype="BL” valus="trus"/>
<}— F.i,3,2F: Other Medically Impnrtant Condition #6 —>
</obzervation>
{/outboundRelationship2>
CoutboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EYN"> .
. {code code="27" codeSysten="%. 16. 840. 1. 113883. 3. 989. 2. L. 1. 19" codeSystenVersion="1.1" displayName="
"outcoms”/> -
(value xsiitype="CE" code="H. 1.7" codeSystem="2. 16.840. 1. 113883, 3. 989, 2, L. 1. 11" codeSystemVersion="2,
0"/
¢J— E.i. 7! Outcome of Reaction / Bvent at the Time of Last Observation #6 —>
{/ohservation>
</outhoundRelationship2>
<outboundRelaticnship2 typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN">
<gode code="24" codeSysten="2. 16. 84C. L. 113883.5. 989, 2. 1. 1. 19" cudeSystemVars_ion=’1. 1% displaylame="
medicalConfirmationByHealthProfessional”/> ,
{value xsiitype="BL" value="true"/>
<l— B.i.8: Medieal Confirmation by Healthcare Professional #6 —>
{/chsarvation) . ’
</outboundRelationship2»
{outboundRelatisnship2 typeCode="PERT">
{ohservation classCode="0BS" moodCode="EVN"™>
] i {code code="11" codeSystem="2, 16, 840, 1, 113883, 3, 989. 5, 1. 3. 2, 1, 10" codeSystemVersion="1. 0" displayName=
" - BRI/ :
Cvalue xeitiype="CE" code="J2. 14.1" codeSysten="2, 16. 840, I, 113883, 3, 989,5,1,3.2, L. 87
codeSystemVersion="1,1"/>
: . i 68872, 14. 5 kN« BEA: 8 -—>
{/observation>
{/outboundRelat ionship2>
{/cbservation>
</subject0f2y
<subjectdf2 typeCode="SBJ">
<observation classCode="0BS" moodCode="EVYN">
o {id root="20342069-38be-423f~bBbb-cel4he279dRe” />
<code code="28" codeSystem="7, [4, 840, 1. 113883, 3,989, 2. 1. 1, 197 codeSystemVer?ion;i. 17 displayNeme="reaction”/>

{effectiveTime xsi:type="IVL_T5">
<width value="24" unit="E.i.6h"/>
¢{i— E.i.6a: Duration of Reaction / Event (mmber} #7 —>
£}~ E.i.Bb: Duration of Rsactlon / Bvent (unit) #7 —
{/eflectiveTimed
<value xei:type="CE” code="E.i.2. 1b* codeSvstem="2. 16. 840. 1. 113883. 6. 183" codeSystenVersion="E.{i. 2. 1la">
¢l B.i.2. la: MedDRA Version for Reaction / Event H7 -~
{l-~ B.i.2.1b: Reaction / Bvent (MedDRA code} #7 —> .
{origiralText language="E. i 1, 1b*>E. i. I, la¢/originalText>
¢l-—- E.i.1. la: Reaction / Event as Reported by the Primary Scurce in MNative Language #7 —>
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reactionForTranslation” />

terulfighl ightedByReporter”/>

2.0/

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

¢— E.£.1. 1b: Reaction / Event as Reported by the Primary Source Language #7 —7
{/value>
{location typsCode="L0C™>
{locatedEntity classCode="LOCE™>
¢locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™> g
¢code code="F. 1.9" codeSysten="1.0. 3166, L. 2.2°/> N
¢|— E.i.9: Tdentification of the Country Where the Reaction / Bvent Occurrad 7 —>
¢{/locatedPlace>
{/locatedEntity>
</location’ N
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN"> .
{eode code="30" codeSystew="2, 16, 840, 1, 113883, 3. 989, 2. 1. 1, 19" codeSystenVersion="1,1" displayNewe="

<value xsi:type="ED">E.i. 1. 2{/value>
<1— E.i.1.2: Reaction / Bvent as Reported by the Primary Source for Translation #7 —>
{/observation> .
¢/outhoundRelationship2>
{outhoundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
Ccode code="37" codeSysten="2. 16. 840. 1. 113883 3.086. 2. 1. 1. 18" codeSystemVersion="E. 1" displayMame="

Cvalue xsittype="CE" code="R. i.3.1” codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1, 1. 10" codeSystemVersion="

¢l— E.1i,3.1:Term Highlighted by the Reporter #7 —>
{/observation>
¢/outhboundReiationship2y
{outboundRelationshin? typeCode="PERT™>
(observation classCode="0BS" moodCode="EVN">
¢code code="34" codeSysten="2. 16, 840, 1. 113883, 3,989, 2. 1. 1. 18" codeSystenVersion="1.1% displaybame="

{value xsiitype="BL" value="true"/>
<}-- K.1.3.2a! Results in Death #7 —>
{/obssrvation>
{/outboundRelationship2>
{euthoundRelationship2 typeCode="FERT">
Cobservation classCode="0BS" moodCode="EVN™>
<code code="21" codeSystem="2. 16. B40. L. 113883, 3. 989. 2. £, 1. 19" codeSystenVersion="1.1" displayNams="

<value xsi:type="BL" mullFlaver="NI"/>
¢l-- B.i.3.2b: Life Threatening #7 —>
¢/observation>
¢/outboumdRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
Coode code="33" codeSystem="2. 16. 840, 1. 113883, 3,088, 2,1, 1. 19” codeSystenVersion="1.1" displayName="

{value xsiitype="BL" value="trus"/>
<|— B.1.3.2¢: Caused / Prolonged Hospitalisatien #7 —>
{/observation>
{/outboundRelationship2>
(outboundRalationship2 typeCode="PERT">
{observation classCode="(BS” moodSode="EVI™>
¢coda cede="35" codeSysten="2. 16, 840. 1. 113883, 3,989, 2. L, L. 19" codeSystenVersion="1. 1" displayName="

yesultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect” />

otherMedicailyInportantCondition”/>

cutcome”/>

o

{value xsiitype="BL” nullRlavor="NI"/> |
¢l E.i.3,2d: Disabling / Encapacitating #7 ——
{/observation>
¢/outboundRelztionshipZ>
{outhoundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
Ceode code="12" codeSystem="2. 16, §40. 1. 113883, 3.989.2.1.1. 19" codeSystenVersion="1. 1" displayName="

¢value xsi:type="BL” nullFiaver="RL"/>
<{—'B.i.3. 2e: Congenital Anomaly / Birth Defect #7 —>
{/observation>
{/outhoundRelationship2>
{outboundRelationship2 typeCode="PERT">
Cobssrvation classCode="0B5" moodCode="EWN">
{code code="26" codeSysten="2.-16. 840, 1, 113883, 3. 989, 2. 1. 1. 18" codeSystenVersion="1.1" displayName="

(yalue xsiitype="BL" value="true’/>
¢I— E.i.3.2f: Other Medically ¥mportant Condition #7 —>
{/observation>
</outhoundRelationship2>
{outboundRelationship2 typeCode="PERT”>
. (observation classCode="0BS" moodCode="EVN">
Ceode code="27" codeSysten="2. 16, 840. 1. 113883, 3, 80, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsiftﬁe='CE' code="F, i, 77 codeSystew="2. 16, 840, 1. 113882, 3, 989. 2. 1. L. 11" codeSystemVersion="2.
<l— E.i.7: Outcoms of Reaction / Event =t the Time of Last Observation #7 —->

 </observation>
</outhoundRelationship2> \
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<outbeundRelationship2 typeCode="PERT">
{observation classCode="0BS" mbodCode="EVN">
{code code="24" codeSystem="2. 16. 840, k. 113883, 3. 989, 2, 1, £, 19" codeSystemVersion="1. 1" displayName="
medicalConfirmationByHealthProfessional” /> !
<value xsi:type="BL" value=" true'/)
{l— E.i.8: Medieal’ Cunflnnatlo'ﬂ by Healthcare Professional #7 —>
</observation>
</outboundReiationship2?
<outboundRelationship? typeCode="PERT™>
{abservation classCode="0BS” moodCode="EVN"> )
<eode code="11" codeSysten="2. 16, 840. 1. 113883.3.988. 5. 1. 3. 2. 1. 10" codeSystenVersion="1,0" displayName=
" - FA/
) <value xsi:type="CE” code="J2. 14—. i” codeSystem="2. 16, 840. 1. 113883, 3,989, 5, 1. 3. 2. 1. 8",
codeSystemVersion="1.1"/>
<I— egaJz. 14 i :HEB BEn #7 —>
{/observaticn>
{foutboundRelationship2>
{/observation>
</subject0f2>
Csub ject0fZ typaCode="SBJ">:
<observation classCode="0BS” mocdCode="EVN">
<id root="al5bed92-B0T0-426d-af(4 686326344360" />
{code codo="29" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

{offectiveTime xsi:type="SKPR_TS">
Ccomp xsiltype="IVE_T5">
<low valug="20000101"/>
{}— E.i.4: Date of Start of Rasction / Event #8 —> -0
<width value="24" unit="E.1i.6b"/>
(}—- B.1i.6a: Duration of Remction / Event (number) 8 —
¢1— E, i:6b: Duration of Reaction / Hvert (umit) #8 —>
{/comp>
{cemp xsi:type="IVL_TS" operator="A">.
<high value="20101201"/>
¢4— E.1i,5: Date of End of Reaction / Event #8 —
<feompy>
{/effectiveTime>
{value xsi!type="CE" code="E.1i.2.1b" codeSystem="2, 16, 840, 1. 113883, 6. 163" codeSysteuVersion="E. i.2.1a">
¢{}— E.i.2.1a: MedDRA Varsien for Reaction / Bvent #8 —>
¢4 B.4,2. 167 Reaction / Event (MedDRA code) H8 —>
{otiginalText language="E.i,3, Ih"JE, i, 1 la/originalText> )
¢I— B.i.1.1a: Reaction / Hvent as Reported by the Prllary Source in Native Language #8 —>
¢{— E.i. L 1b: Reaction / Hvent as Reported by the Primary Source Languege #8 —~)
< fralue>
¢location typeCode="LOC™>
{locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNIRY" determinerCode="INSTANCE™>
{code code="E.i,9" codeSystem="L.0.3166.1.2.2°/>
<l-- B.1.9: Identification of the Country Where the Reaction / Event Ocourred #8 -=> . .
{/locatedPlace?
</locatedEntity)>
</location> .
<outboundRelationship2 typaCode="PERT"> .
<chservation classCode="0B3" moodCode="FVYN">
. <cods code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1* displayName="
reactionForTranslation”/>
<value xsi:type="ED"2E. i. 1. 2¢/valus)
{|-- E.i.1.2: Reaction / Bvent as Reportsd by the Primary Source for Translation #8 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation elassCode="0BS" moodCode="EVN™>
{oode code="37" codeSystom="2. 16, 840, 1. 113883, 3. 989. 2. 1. 1. 197 codeSystenVersion="1, 1* displayName="
teruHighlightedByReporter”/> i
<value xsi:type="CE” code="E.1i.3.1" codeSystem="2.14.840. 1. 113883, 3, 989, 2, 1. 1, 10" codeSystemVersion="
.07/ ' '
i~ E.1.3, 1:Term Highlighted by the Reporter #8 —>
{/cbservation>
{/outbeundRelationship2>
<outhoundRelationship? typeCede="PERT"™>
{observation classCode="0BS” moodCode="EVN™> .
Cvode code="34" codeSystem="2. 16. 840. 1, 113883, 3, 989, 2, 1, 1, 19" codeSystenVersion="1. 17 displayName="
resultsInDeath”/> ’
<value xsi:type="BL” value="true”/>
<I— E. 1. 3.2a: Results in Death #8 —> -
</ubservation’
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"™>
{abservation ¢lassCode="0BS” moodCode="EVN">
. {code coda="21" codeSystem="2. 16. 840. 1, 1138883, 3,989, 2, L. 1. F9” codeSystenVersion="1.1"- displayiame="
isLifeThreatening”/>
Lvalue xsirtype="BL" nuliFlavor="NI"/>
4— E.1.3.2b: Life Threatening {8 —>
{/cbservation>
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¢/outboundRetationship2>
{outboundlelationship? typeCode="PERT">
{observation classCode="0BS" mocdCode="EVN">
<code code="33" codeSysten="2. 16. 840 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersien="1.1" displaylame=""
requiresinpatientHospitalization”/> '
(value xsiitype="BL" value="true"/>
<}— E,1.3.2¢: Caused / Prolonged Hospitalisation #8 —
{/observation>
{/outhoundRelationship2>
<outboundRelationshin? typeCode="PERT™>
{observation ¢iassCode="0BS" moodCode="EVN">
<code code="35" codeSystem="2. 16. 840. 1. 113883, 3.980. 2. 1. 1. 197 codeSystemVersion="1,1" displayName="
rasultsInPersistentOrSignificantDisability”/> : .
(value xsiitype="BL” mullFlavor="NI"/>
¢|— E.i.3.2d: Disabling / Incepacitating #8 ——>
{/observation>
{/outboundRelationshipZ>
<outhoundRelationship2 typeCode=" PERT >
{observation classCode="0BS" moodCode="BVN">
<code code="12" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="F,1" displayName="
congenitalAnomalyBizthDefect”/> :
<value xsi:type="BL" nu}lRlaver="NI"/>
¢l— ®.1i,3.2¢: Congenital Anomaly / Birth Defect #8 —>
{/obsexrvation> .
¢/outhoundRetationship2>
{outboundRelationship? typeCode="PERT™>
(observation classCode="0BS" moodCode="EVN">
Coode code="26" codeSystem="2. 16, 840, 1. 113883, 3,989, 2, . 1. 19" codeSystemVersion="1.1" displayName="
othertedicallyImportantCondition™/>
Cvalue xsiitype="BL" value="trus"/>
I— B.4.3. 281 Other Medically Inportant Conditior #8 —>
</observation?
{/outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVYN™>
(eode code="2T" codeSysten="2, 16.840. 1. 113883, 3,985, 2. 1. 1. 19” codeSystemVersion="1, 1" displayMame="
ottcome” /> ’
¢value xsiitype="CE" code="E. 17" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystenVersion="2,
0"/
¢l~— B, i,7: Owtcome of Reaction / Bvent at the Time of Last Chservation #8 —>
¢/observation>
¢/sutboundRelationship2>
{outboundRelationship? typeCede="PERT">
{obssrvation classCode="0BS" moodCode="EVN">
Coode code="24" codeSysten="2, 16, 840. 1. 113883. 3, 989, 2, 1, 1, 19”7 codeSystenVarsion="1. 1" displayName="
medicalConfirmatiohByHeaithProfessional”/>
<value xsiitype="BL” value="true"/
¢{}— E.i,8: Msdical Confirmation by Healthcare Professional #§ —>
</ohservation>
</outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
. {code code="11" codeSysten="2. 16. 840, 1. 113883, 3, 68%. 5. 1. 3. 2. L. 10" codeSystemVersion="1,0" displayName=
=
{yalue xsiitype="CE" code="J2.14,1” codeSyster="2.16.840. 1. 113883.3.980.5.1.3.2. 1. 87
codeSystenVersion="1. 17/> T
<i— agaya. 14. 1 ko - Bk 3 —>
¢/observation?
¢/outboundRelationship2>
{/observation> . -
. {/subject0f2>
<stbjectOf2 typeCode="SBF">
<organizer classCode=~"CATEGORY” moodCode="EVK™>
{code code="3" codeSystem="2. 16.840. 1. 113883, 3.989.2. 1, £, 20" codaSystemVersmn— 1.0” displayName="
testsAndProceduresRelsvantToThelnvestigation”/>
{component typeCode="COLP">
{observation classCode="0BS" moodCode="EVK">
{code code="F.r. 2. 2b" codsSystem="2. 16, 840, 1. 113883, 6, 163" codeSystenVersion="F.r.2.22">
¢!-— F.r.2.2a: WedDRA Version for Test Name #i —> -
{}— PB.1.2.2b: Test Name (MedDRA code) #t —>
<originalText>F, r. 2. 1</originalText>
{f— F.r,2.1: Test Name (free text) #i1l —>
</code>
LeffectiveTime value="20090101"/>
{l— B.r.1: Test Date #1 —>
<value xsi:type="IVL_PQ™>
Ccenter value="10" unit="mg/d1"/>
<{|— F.r.3.2: Test Resuit (value / qualifier) #. —>
{l— F.r 3.2: Test Resui‘s (unit) #1 —>
{fvalue>
<interpretationCode code="F.r.3.1” codeSystem="2, 16. 840. 1. 113883. 3. 989, 2. 1. L. 12" codeSystenVersion="2.
0"/
<i-= F.1,3.1: Test Resuit (code) #1l —>
{referenceRange typeCode="REFY">
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{observationRange classCode="0BS” moodCode="EVN. CRT">
<value xsi:type="PQ" value="40" unit="mg/d1"/>
¢l F.1.4! Normal Low Value #l —>
{interpretaticnCods code="L" codeSystem="2. 16. 840, 1, 113883, 5. 83"/
{/observationRange>
</referenceRange) -
<refersnceRange typeCode="REEV™> -
{observationRange classCode="0BS" moodCode="EVN CRT">
<vaiue xsi!type="PQ" value="110" imit="wmg/d1"/>
{!— B.r.6: Normal High Value fl—>
{interpretationCods code="H” codeSystem="2, 16, B40, 1, 113883, 5, 83"/>
<fobservationRange> ’
</referenceRange>
{outboundRelationship2 typeCode="PERT">
{observation classGode="0BS” moodCode="EYN">
R Scode code="10" codeSyster="2. 16, 840, 1. 113883, 3,985, 2, 1. 1, 19" codeSystemVerzion="1.1"
displayName="comment” /> 5
{vaiue xsi:type="BD">F. 1. 6¢/valua)
{l— P.1.6: Comments (free text) f#l —>
{/observation>
{/outboundRelatienship2>
{eutboundRelationship? typsCode="REFR">
{observation classCode="0BS" moodCode="EYN™>
{code code="25" codeSyster="2. 16. 840, 1. 113883. 3. 988. 2, 1. §. 19" codeSystenVersion="1. 1"
displayNane="moreInformationAvailablie”/> ’ o,
: {value xsi:type="BL® value="true"/>
I—F,r.7: More Information Available f1 —>
{/observation>
<{/outboundRelationship2>
{/observation>
{/component>
(component: typeCode="COMP”>
{observation classCode="0BS" moodCods="EVN">
{coda code="F. 1. 2.2b" codeSystew="2. 16. 840. 1. 113883. 6. 163" codeSystenVersion="F.r. Z. 2a">
¢l PB.r.2 2a: HedDRA Version for Test Name #2 —> : -
{l— F.r.2,2b: Test Name (MedDRA cods) #2 —>
{originalText>F. r. 2. 1{/originalText>
{l— P.r.2. k! Test Name (free text) #2 —
</codel
<effectiveTime value="200901017/>
{|— F.r.1: Test Date #2 —>
Cyalue xsiltype="IVL _FQ">.
<low nuilFlavor="NINF"/>
<high value="10" unit="mg/dl” inclusive="false”/>
</value>
$l-- F.1.3.2: Test Result (value / qualifiexr) K2 —>
<l— F.1.3,3; Test Result (mit) #2 —>
<I— LT 10 ng/di #2 —> :
{/observation>
{/component>
' {component typeCode="COMP">
{ohservation classCode="0BS" moodCode="EVN™>
{code code="F.r. 2. 2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="F. r. 2. 2a™>
{l— R.r.2.2a: MedDRA Version for Test Name #3 —> .
{— F.r.2.2b: Test Name (MadDRA code) H3 —>
{originalText>F, r. 2. 1{/original Taxt>
<{— F.r.2.1: Test Name (free text) #3 —>
</code> )
{effectiveline value="20090101"/>
{l— B.r.1: Test Date #3 —>
<value xsi:type="IVL_PQ">
<{low nullFlavor="NINF"/>
<high value="10" unit="mg/dl” inclusive="trus"/>
. </valued T .
<l— F.1. 3.2 Test Result {valus / guaiifier; #3 —>
¢l B.r. 3,3 Test Rosult (unit) #3 —->
<— LE 10 mg/dl #3—>
{fcbservation>
<{/component>
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
<code code="F.r. 2. 2b" codeSysten="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="F.r. 2. 2a">
{I— F.r,2.2a: MadDRA Version for Test Name #4 —>
<}— P12 2b: Test Name ModDRA code) #4 —>
CoriginalTextF. r. 2. 1{/originalTexid .
Ki-— B.x.2. 1! Test Name (free text) #4 —>
<foode> )
{effectiveTime value="20090101"/> .
<I— F.r.1: Test Date #4 —>
<value xsi!type="IVL_PFQ">
<low value="10" unit="mg/dl” inmclusive="false"/>
<high nellFlavor="PINE"/>
</valus)
¢l— F.x.3.2: Test Result {value / qualifier} #4 —>

.
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{l— F.z.3.4: Test Result {unit) #4 —>
<I— GT 10 mg/dl #4 —>
{/observation> '
{/coimponent?
Ccomponent typaCode="COMP">
{observation classCode="0BS” moodCode="EVN">
" <cods code="F.T.2.2b" codeSystem="2, 16, 840. 1, 113883, 6. 163" codeSystemVersion="F, 1. 2 2a">
<l-- F.r.2.2a! MedDRA Version for Test Name 5 —>
<l— PF.1.2,2b: Test Name (MedDRA code) #6 —>
<originalText>F. r. 2. 1{/originalText>
<{l-— F.1.2.1: Test Name (free text) #5 —>
"¢foode?
CeffectiveTime value="20000101"/>
¢I— R r.1: Test Date 6 —
{value zsiitype="IVL_PQ™>
{low valiue="10" unit="mg/d1"” ipclusive="true"/>
¢high nullFlavor="PINE"/>
{/valuer
I— B.1.3.2: Test Result (value / qualifier) #6 —>
{l— F.r.3.3: Test Result (unit) #5 —>
< GE 10 ng/dl #5 ~>
</ohservation’
</component>
{component typeCode="COMP™>
{observation classCode="0BS” moodCode="EVN">
<gode code="R,1.2.2b" codeSysten~"2, 18, 840, 1, 113883, 6. 163" codeSystenVersion="F.x, 2. %a”>
<l-— F.7.2.2a: MedDRA Versicn for Test Name #6 —> .
l— F.r. 2. 2b: Test Name (MedDRA code) H6 —>
<originalText>F. 1. 2. 1{/originalText>
<!— F.x. 2. I: Test Hawe {free text) {6 —>
</code>
<effectiveTime value="20090101"/>
{}— R.1.1: Test Date fi6 —>
{value xsi:type="ED"}F.r.3.d<¢/value)
¢{i— F.r.3.4: Result Unsiructured Data {free text} #6 —>
</observation>
{/component>
</organizer?
{/subject0f2>
{gub jectOf2 typeCode="SB]">
Corganizer classCode="CATEGORY” moodCode="EYN">
Coode code="4" codaSysten="2, 14, 840, 1, 113883, 2. 989, 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
. drugInformation”/>
¢{}— Gk Drug(s) Informatich (repeat as necessary) HI —>
<component typeCode="COMP™>
(substanceAdninistration classCode="SBADN™ moodCode="EVN"™>
<id root="3c91b4d5-2039-daTa-Gc30-67671b0ef9ed" />
<gonstmable typeCode="CSK">
<instanceOfKind classCode="INSI">
¢kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="6.k 2. 1.1b" codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a"/>
{J— G. k. 2,1, ia: BPID Yersion Date / Number #1 —>
¢1— G. k. 2. 1. ib: Medicinal Product Identifier (MPID) fi1 —>
<namerG. k2. 24/ hane’
<— Gk 2.2 Medicinal Product Name as Reported by the Primary Source # —>
<asManufacturedProduct classCode=" MAN'U >
<subjeciOf typeCode="SBJ™> ’
{approval classCode="CHIRCE” moodCode="BVN">
(id extension="G.k.3.1” rcot="Z.16.840. 1. 113883.3.989.2. 1. 3. 47/>
{I— G. k. 3.1 Authorisation / Application Number #1 —>
<holder typeCode="HLD">
<role classCode="HLD">
{playingOrganization classCode="0ORG" determinerCode="INSTANCE™>
<nawe>6. k. 3, 3¢/name>
¢I-- 6.k 3.3: Name of Holder / Applicant #1 —>
{/playingdrganization®
</role>
{/holder>
{author typeCode="AUT™>
(territorialAuthority classCode="TERR™>
{territory classCode="NAT" determinerCede="INSTANCE™>
{coda code="G.k.3.2" codeSystem="1.0.3166.1. 2.2"/>
¢l— 6.k 3.2 Country of Authorisation / Apphcatmn #t —>
{/territory>
{/territorialAuthorityy
¢/auvthor?
{pertinentInformation typeCode="PERT">
{policy classCode="POLICY” moodCode="EVN™>
{code code="J2.5. k" codeSysten="%, 16, 840, 1. 113883, 3.989.5.1.3.2. 1. 47
codeSystenVersion="1. 1°/> ’
{I— @88]2.5. k: —BBEERSOY RV EHE § —
{/poliey>
{fpertinentnformation’
¢/approval> ’ -
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codeSystenVersion="}, 0" displayName="FEEDEORRES"/>

2.1 3_' codeSystem¥ersion="1.17/>

22"/

-1 —>

2a°/>

-2 —>

displayName="retailSupply”/>

Obtained #1 ~—>

0" displayiame="—RLFIESRE O AFIER"/>

cedeSystemVersion="1. 17/>

{/subjectOf>
<subjectOf typeCode="SBI™>
{characteristic classCode="0BS” moodCode="EVN™>
<code code="1"'codeSysten="2. 16. 840. 1. 113882. 3.989.5. 1. 3.2, L. 10"

{value xei!typs="CE" code="J2.4. X" codeSysiem="2. 16, 840. 1, 113883, 3.989.5.1.3.

<1— ggaye. 4. k: HEESFORRES #1 —
</characteristicy
</sub jectOf>
<fasManufacturedProduct’> . -
¢asSpecializedKind classCode="GEN"> .
{generalizedaterialkind classCode="MAT" determinerCode="KIND">
<code>
{originalfext>J2. 12¢{/originalText>
<— @8J2. 121 HEARSES —>
{/eode>
</generalizediateriaiKind>
{/asSpacializedKind>
{ingredient classCode="ACTI">
{quantity>
<numerator value="10", unit="G.k 2. 3.r. 3b"/>
<l— G.k 2.3.x. 3a: Strength (number) #1-1 —>
{l— 6.k 2.3.x.3b: Strength (unit) §1-1 —>
“¢dencrinator value="1"/> ~
<fquantity>
{ingredientSubstancéd classCode="MMAT" determinetrCode="KIND">
<code Sode="G. k, 2.3, r.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k. 2. 3.r.

43— G k. % 8.1, 2ar Substance / Specified Subsiance TormID Version Date / Humber

d-~ G.J 2.3.r.2b: Substance / Specified Substance TermID H#1-1 ~—
(name»G. k. 2. 3. 1. 1</nana>
¢}— 6.k 2.3.r. L7 Substance / Specified Substance Name #1-1 —>
¢/ingredientSubstance>
{/ingredient>
{ingredient classCode="ACTI™>
{quantity>
{numerator value="10" wnit="G.k 2.3.r. 3b"/>
¢l— 6.k 2.3:1. 320 Strength (pumber) #1-2 —> -
<!— 6.k 2.3.r.3b° Strength (unit) #1-2 —
{denominator value="1"/>
{fauantity?>
{ingredientSubstance classCode="MMAT" determinerCode="KIND"> .
<coda code="G, k. 2,3, 1. 25" codeSystom="TBI-Substance” codeSystemVersion="G.k. 2. 3.r.

<|— G.%. 2.3 r.2a: Substance / Specified Substance TermID Version Pate / Number .

¢}— G.k 2.3.r.2b: Subsiance / Specified Substance TermID #1-2 —>
<name>G. k. 2. 3, . 1{/name> .
<{!— 6.k 2.3.1.1: Substance / Spocified Substance Name §1-2 —»
{/fingradientSubstanceX
</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" codeSystenVersion="1. 0"

{performer typeCode="PRA™>
<assignedBntity classCode="ASSIGNED">
{represented0rganization classCode="0RG" determinerCode="INSTANCE">
<addr>
CeountrydG, k. 2, 4</country>
<l-- 6.k 2.4: Identification of the Country Where the Drug Was

{/addr>
{/representedOrgenization>
</assignedEntity>
</performer>
{fproduciBvent>
{/subjectOf>

- aubjectDE typeCode="SBJ">

{observationBvent classCede="0BS” moodCode="BVN">
¢code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codsSysten¥ersion="%.

<value xsi :iype="CE' code="J2. 6. k" codeSysten="2. 16.840. 1. 113883. 3. 989. 5. 1.3.2. 1.5
<l eggrz. 6.k —BRAERBOAFER # —>

{/obsarvationEvent>
¢/subject0f>

¢/instanceOfKind>

¢{/consumabled

<outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" wnit="G.k. 9.1.3.1b"/>
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Event (number} Drug #1, Reaction #1 —>

Bvent (unit) Drug #1, Reaction #1 —>

Drug #1, Reaction fi1 —>

Drug #i, Reaction I —>

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

Event (unit) Drug #1, Reaction #2 —>

Drug #1, Reaction #2 —>

Drug #I, Reaction #2 —>

Event {nuwber) Dyug #I, Reaction #3 —>

Event {unit) Drug #1, Reaction #3 —>

Drug #1, Reaction #3 -~

Drug #1, Reaction §3 —>

‘Bvent (numbor) Drug #l, Reaction #4 —>

Event (unit) Drug #I, Reaction ¢ —>

Drug #1, Reaction #4 —>

Drug f1, Reaction #4 —>

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

Bvent (unit) Drug #i, -Reaction #6 —>

- Gk 8.1.3.1a Time Interval between Beginning of Drug Administration and Start of Reaction /
J— G.k.9.1.3. 15! Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="EVH">
<id root=" 154eb889—958b—45fZ—aOEf—42d4dﬁf4657f />
{/actReference>
</outhoundRelationshipl>
CoutboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" wmit="G.k 9.i.3.2b"/>
<l=- G.%.9.1.3.2a: Time Interval between Last Dese of Drug and Start of Reaction / Bvent (mumber)

<J— G.k, 9.4,3,2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit) ~

{actReference classCode="0BS™ moodCode="EVN™>
<id root="164eb889-958b~46£2-a02f-42d4dBF4EETE" />
{/nctReference>
</outboundRelationshipl>

. {outboundRelationshipl typeCode="SA5">

{pauseQuantity value="10" unit="G.k.9.i.3.10"/
{]— G.k 5.1.3.la: Time Interval between Beginning of Drug Admmstranon and Start of Reaction /

I~ G.k. 9.1, 3. 15 Time Interval between Beginning of Drug Administration and Start of Reacticn /

{actReference classCode="0BS" moodCode="EVH™>
{id root="2baa28d6-cIe8-4dofc-93e8-5L860b314220" />
{/actReference?
(/outhounéRelatianshlpl) .
<outboundRelationshipl typeCode=" SAE >
{pauseQuantity value="10" uait="G.k. 9.1i.3.2b"/"
¢|— 6.k.8.1.3. 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= 2baa28d6-c958~4eﬁcv9369“5h860h314220”/)
¢/actReference>
</outboundRelationshipl>
{puthoundRelationshipl typeCode="5A5">
{pavseQuantity velue="I0" unit="G.k 9.1.3.1b"/7
{{— 6.k 9.1, 3. 1a: Time Interval beiwesen Beginning of Brug Adnministration and Start of Reaction /

¢<}— G,k 9.1, 3, 1b? Time Interval betwesen Beginning of Drug Administration and Start of Reaction /

{actReference classCode="0BS" moodCode="EYN">
{id root="3a8626ch-0f1b-4eal-Balf-e0fF34430adf™/>
{/actRefersnce>
</outboundRelationshipi>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k 9.1.3.2b"/>
<l— 6.k 8.i.3.2a: Time Interval bstween Last Dose of Drug and Start of Reacticn / Event (number)

’ <!— 6.k 9.1.3.2b Time Interval botween Last Dose of Brug and Start of Rescticn / Bvent (unit)

{actReference classCode="0BS" moodCode="EVH™>
¢id root="3a8626cb-0f1b-4ea8-8a0f-a0ff34430adf” />
{/nctReference’
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
<{pauseQuantity value="10" unit="G.k 9.i.3.ib"/>
<l-- 6.k.9.%. 3. Ia! Time Interval between Beginning of Druz Adwinistration and Start of Reaction /

¢} 6. % 9,43 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="BVN™>
<id root="2e99840f-08b4-499c-80FF-ddB416F4£8a5" />
{/actReference?
<foutboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k 9.1i.3.2L"/>
= G.k.9,1.3.2a: Time Interval betwesn Last Dose of Drug and Start of Reaction / Bvent (humber)

¢J-~ 6.k 9.1.3.2b! Time Interval between Last Dese of Drug and Start of Reaction / Bvent (unit)

<actReference vlassCode="0BS" moodfode="R¥N">
<id root="2699840f-08hd—498c-BOFF-ddB416T4£8a5"/> .
</actReference>
¢/outboundRelationshipl>
{outhoundRelationshipl typeCede="SAS">
. {pausefuantity value="10" unit="G.k 9. 4i.3.1b"/>
<J-- 6.%9.4.3.1a: 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 Stert of Reaction /
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Prug #1, Reaction #5 —>

Drug #1, Reaction #6 —>

Bvent (number} Drug #1, Roaction 46 —>

Event (unit) Drug #1, Reaction 6 —>

Drug #1, Reaction #§ —>

Drug #1, Reaction #6 ——>

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

Event (unit} Drug #1, Reaction #7 —>

DPrug #1, Reaction #7 —>

Drug #1, Reaction #7 —>

Event (number} Drug #1, Reaction #8 —>

Event (unit) Drug #I, Reaction H8 —

Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

displayNawe="binded”/>

{actReference classCoda="0RS" moodCode="BVN™>
<id root=”1071064c-cf10—4§3h—33cl-*E‘idedh'feaGd’/ >
{/actReference>
</outboundRelationshipl>
<eutboundRelationshipl typeCode="SAE™>
{pauseQuantity value="£0" wnit="G.k. 0.1.3.2b"/>
<l-- G.k.9.1. 8. 227 Time Inferval betwoen Last Dose of Drug and Start of Reacifon / Event (number)

¢|l— 6.k 9.1, 3 2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS" moodCode="EVYN"™>
" Kid root="1071064c-cf1{-4a3b-83c}-34f9ddb7eabd" />
{/actReference>
{/outhoundRelationshipl>
CoutbotndRelationshipl typeCode="SAS™>
{pavseQuantity value="10" unit="G.k 9.1.3.Ib"/> ~
<l— 6.k 9.i.2. Ia: Time Interval between Beginning of Drug Administration and Start of Reaction /

<|— £,k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

{actReference ¢lassCode="0BS" moodCode="EYN™>
<id root=" l.fng283*10]]6“‘4334‘9d43‘8925640fb18f I
{/actRaference>
{/outboundRelationshipl>
<outhoundRelationshipl typeCode="SAE">
{pauseQuantity valus="19" unit="6.k 9.1i.3.2b"/>
¢]-- G.k.9,1.3 2a: Time Interval bstween Last Dose of Drug and Start of Reaction / BEvent (number)

<l-- 6,k 9.4.3.2b: Time Fnterval hetween Last Dose of Drug and Start of Reaction / Bvent (unit)

<actReference classCode="0BS" moodCode="EVN">
<id root="1£927283-10b6-4334-9d43-e0256405bIBE"/>
¢/actReference> '
</outboundRalationshipl>
{outhoundRelationshipl typeCode="SAS">
{paussQuantity value="10" unit="G.k.9.i.3,1v"/
<1~ G.k.9.1. 3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢|-— G.k 9.4, 3.1 Time Interval between Beginning of Drug Administration and Start of Resction /

<actReference classCode="0OBS" moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—celdbe2T79d8e” />
{/actReference> i
</outhoundRelationshiply -
<outboundRelationshipl typeCDde- SAR">
<pauseQuantity value="10" unit="G.k 9. 1.3.20"/>
— 6.k 9.1, 3. 2a; Time Interval between Last Dose of Drug and Start of Reacticn / Bvent (number}

“¢}— 6.k 91,3 %h: Time Interval hotween Last Dose of Drug and Start of Resction / Event (unit}

LactReference classCode="0BS" moodCode="EYN">
<id root="e0342969-38he-423f-bibb-celdhc279d8e” />
{/actReference?
{/outboundRelationshipl>
<outhoundRelationshipl typeCode="SAS">
CpauseQuantity value="107 unit="G.k 9.i.3.1b"/>
{l— G’k.9.1.3.1a: Time Interval between Beginning of Drug Adnministration and Start of Reaction /

{l— Gk 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="CHS" moodCode="EVN™>
¢id root="albbe082-80T0-426d-af04-686326344300"/>
¢/actReference>
</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<{pavseQuantity value="10" wnit="G.k 9.1, 3.2b"/>
<l-- G,k 9.%.3.2a: Time Interval between Last Dose of Drug and Start.of Reaction / Event (number)

<|~ G.k.9.%.3.26: Time Interva} betwsen Last Bose of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS” moodCode="2VN">
$id root="albbe092-B0T0-426d-af04-586326344360" />
</actReference> )
<foutboundRelationshipl>
<outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCade="BVH">
{code code="6" codeSysten="2. I5. 840, 1. 113883. 3. 980, 2, 1. 1. 19" codeSystemVersion="1, 1"

{value xsi'type="BL” value="true"/>
¢I— 6.k 2.5! Investigational Product Blinded #1 —>
</observation>
{/outboundRelationship2?
<cutboundRelationship2 typeCode="COMP™>
<|— G.k.4.1: Doszge and Relevani Information {repeat as necessary) #1-1 —
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{substanceAdministration élassCode="SBADY" moodCode="EVN™>
Ctext>G. k4. v, 8¢/ taxtd
¢!— G.k. 4.r.8: Dosage Text #1-1 -—>
(effectiveTime xsi:type="SYPR_TS™>
{comp xsi:type="PIVL_T5">
¢period value="I0" unit="G.k 4.1.37/>
= G.k 4.1.2: Nawber of Units in the Interval #1-1 —>
<= G,k 4.r.3: Definition of the Time Interval Unit #1-1 —>
{/cotp?
{comp xsi:type="IVL_TS” operator=7A™>
<low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of brug #1-1 —>
<high value="20G90L017/>
{l— & k.4 1.5 Date and Tine of Last Administration #1-1 —>
¢/comp>
{oomp xsiitype="TVL_TS" operator="A">
{width vaiue="4" unit="G.k. 4.r.6b"/>
¢$-- 6.k 4. 1. 62! Duration of Drug Administration {(number} #1-1 —>
{i— 6.k 4.1.6b: Duration of Drug Administiration {unit) #I-i —>
<feompy
{/effectiveTime?
<routeCode code="G. k. 4.1. 10. 2h" codeSystem="2. 16. B40. 1. 113883, 3, 985. 2. 1. 1, 14"
codeSystemVersion="G. k. 4. 1. 10, 2a™> :
. ¢)-= 6.k 4. 1. 10. 2a: Route of Administration TermID Version Dete / Mumber #1-1 —>
{l— 6.k 4.1, 10, 2b: Reute of Administration TernID #i-1 —>
CoriginalText?G, k. 4, r, 10. 1<{/originaiText>
{l— Gk 4, 1. 10.1; Route of Adninistration (free text) #1-1 —>
{/routeCode>
<doseQuantity value="10" vnii="G. k. 4.r. 16"/>
<d-- G.k. 4.r. ta Dose (nunber) #i-1 -
{l— Gk 4.7 1b: Dose (unit} #1-1 —>
<consumahle typeCods="CSKH">
<instanceOfKind classCode="INST™>
{productInstancelnstance classCode="IAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7¢/1otNumbexText>
£l— &,k 4.x.7: Batch / Lot Number #1-1 —>
{/productInstancelnstance>
<kindofProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G, k. 4.1.9. 2b" cedeSystem="TBD-DoseForm” codeSystenVersion="G. k. 4.
r. 8. 2a"> : .
¢t— G.k 4. 1.9 %a: Pharmaceutical Dos{e Form TernlD Version Date / Number #1-1

{{— G.k 4.1.9.2b: Pharmaceutical Dose Form TermID #1-% —>
Loriginalfext>G. k. 4, 1.9, I</originalText?
{l— 6.} 4.1.9.1: Pharmaceutical Dose Form {free text) ﬁl-l 'l
{/fornCode>
</kindOfProduct>
<{/instanceOfKind>
</consumable)
¢inboundRelationship typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN™>
{code code="28" codeSystem="2. 16, 840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystenVersion="1.1"
displayName="parentRoute0fAdministration”/>
Lvalue zsiitype="CE" code="G. i 4. 1. 11. 28" codeSystew="2. 15.840. 1. 113883. 3. 985. 2. 1. L.
14" codeSystenVersion="G. k.4.r.11.2a™> ‘
¢l— G.k.4.1,11. 2a: Parent Route of Administration TermID Version Date / Mumber
#1-1 —>
¢|— Gk 4,1,1L 2b: Parent Route of Administration TermiD §1-1 —>
CoriginalText>G. k. 4. r. 11, 1{/originalText>
I— 6.k 4.7 EL 17 Parent Route of Administration (free text) fi-1 —>
¢/valued
</chzorvation>
</inboundRelationship>
{/substanceAdministration?
</outbotndRelationship2>
<outboundRelationship? typeCode="COMP™>
<l— G.k 4.1 Dosage and Relevant Information {repeat as necessary) #1-2 -——>
<substanceAdmirisiration classCode="SBADM" moodCode="EVN">
<text)G. k. 4. 1. 8/textd>
¢<}— 6.k 4.r. 8: Dosage Text #1-2 —>
{effectiveTine xsi:type="SXPR_T5™>
{comp xsi:type="PIVL_TS">
{period value="10" unit="G.k.4.1.3°/>
{]— 6.k 4.r. 2 Nuwber of Units in the Interval {fi-2 —>
¢i{— G,k 4.1,3: Definition of the Time Interval Unit #1-2 —>
</conp>
{comp xsi:type="IVL_TS" operator="A">
<low value="200501017/>
l=- G,k 4.1.4: Date and Time of Start of Drug #1-2 —>
<high value="20080101"/>
<l-- G.k. 4.r.5: Date and Time of Last Administration #1-2 —>
{Seompl
{feffoctiveTime>
<routeCode code="G. k. 4. 1. 30, 2b” codeSysten="2, 16. 840, 1. 113883. 3. 989. 2. 1. 1, 14"
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7 codeSirstemVersionJG. k. 4.7.10, 22>

r.9.2a">

Rl

displayName="parentRouteOfAdministration™/>

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

#-2 —>

codaSystenVersion="6. k. 4. 1. §0. 2a™>

r. 5. 2a">

<}— 6.k 4.7.10. 2a: Route of Administration TermID Version Date / Number #I-2 —>
{l— 6.k 4. 10.2b: Route of Adwinistration TermIP #1-2 —>
<originaiText>G, k. 4, 1. 10. 1<{/originalText>
{{-— G.k.4.1.10. 1> Route of Administration (free text) #1-2 —>
</routeCode’
<doseQuantity value="E(" unit="G.k. 4.r. ["/>
{}— 6.k 4.x. 1a Dose (number} ¥i-2 —>
<}— G.k 4. 1. 1b: Dose (unit) #1-2 —>
{constmable typeCode="CSM">
{instanceDfKind classCode="INST™>
<productInstancelnstance classCode="MBAT™ determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. . 7</lothumberText>
{]— G, 4.r.7: Batch / Lot Number #1-2 —>
{/productInstancelnstance>
<kind0zProduct classCode="MMAT" determinerCode="KIND">
{fornCode code="G.k.4. 1.9 2b" codeSystem="TBDDoseForn” codeSystemVersion="G.k. 4.

¢l— .k 4.r.9.2a: Pharpaceutical Dose Form TermID Version Date / Number -2

<~ 6.k 4.7.9. 2b: Pharmaceutical Dose Form TermlD §1-2 —>
<originaiText>G. k 4.r. 9. 1{/original Text> R
{{— 6.k 4.r.9.1: Pharmaceutical Dose Form (free text) #1-2 -->
</FormCoda>
</kindofProduct? .
<{/instanceOfKind>

</consunable>
<inhoundRelationship typeCode="REFR"»
{observation classCode="0BS” moodCode="EVN">
(oode code="28" codeSystem="2. 16. 840, 1. 113883, 3,989, 2. 1. 1. 19” codeSystenVersion="1.1"

<value xei:type="CE” code="G.k 4 r.1IL 2b” codeSystem="2, 16,840, 113883, 3.989.2, 1. 1,
{— G.k 4.7.11. 2a! Parent Houte of Administration TexmIl Version Date / Number

{l— G.k 4.1 1L 2b: Parent Reute of Adwinistration TermID #i-2 —>
(originaiText)G k. 4.1, 11 1{/eriginaiText>
{l— 6.k 4.7.11. 1: Parent Route cf Administration (free text) #i-2 —>
{/value>
{/observation>
{/inboundRelationship»
</substanceAdninistration>

{/outbourdRelaticnehipn> ’
<outboundRelationship? typeCode="COMP">

¢f~- G,k 4 1! Dosage and Relevant Information (repeat as necessary) #1-3 —>
<substanceAdministration classCods="SBADM" moodCode="BVN">
<{text>G. k 4. 1, 8¢/text>
{l— G.k 4.1.8: Dosage Text #1-3 —>
CeffectiveTime xsi:type="SXPR_T5">
<comp xsiitype="PIVL_TS§">
Cpericd value="10" unit="G. k. 4. 1.3/

{— Gk 4 1. 2: Number of Units in the Interval §1-3 —>
{I— 6.k 4.7.3: Definition of the Time Interval Unit #1-3 ——>
</comp>

Coomp xsi:type="IVL_TS® operator="A">
{low value="200901017/>
¢l— G. k. 4.1 4 Date and Time of Start of Drug #1-3 -
Cwidth value="4" wnit="G. k. 4.r.66"/>
¢l .k 4.r.6a: Duration of Drug Administration (number) #1-3 —>
<l G.k 4.r. 6b: Duration of Drug Admlm.stratlon (unit) #1-3 —>
{/comp®
{/effectiveTime>
<{routelode code="G. k. 4. 1. 10, 26" codeSystem— 2.16. 840. 1. 113883 3.980.2.1. 1. 147

{— Gk, 4,1, 10, 2a: Route of Administration TexmID Version Date / Number #1-3 —>
{— G.k. 4.1.10.2b: Route of Administration TermID #1-3 —>

. <originalText>G. k. 4. 1, 10, I{/originalText>
¢{— G.k 4. r.10.1: Route of Administration (free text) fil-—3 —>
{/routeCode> '

(doseQuantity value="10" unit="G.k. 4.1.1b"/>
€l— G.k.4.7. 1a Dose (pumber} #1-3 —>
— Gk 4.r. 1b: Dose {unit} §1-3 —>
<consumable typeCode="CSM">
¢ingtanceOfKind classCode="ENST™>
{productInstanceInstance classCode="IBIAT” determinerCode="INSTANCE™>
CGotNumberTex£>G. k. 4. r. 7¢/lotNumberText>
(= Gk 4 r.7: Batch / Lot Number #1-3 —>
</productInstanceInstancel
<kind0fProduct classCode="MMAT" detérminerCode="KIND">
(FormCode code="G.k. 4, 1.9, 2b" codeSystem="TBD-BoseForm” codeSystemVersion=", k. 4.

{{— &k 4. 1.9 2a; Pharmaceutical Dose Form TermID Version Date / Number #1-3

— G.k.4.1.9. 2h: Pharmsceutical Dose Porm TexmID #1-3 —>
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displayNeme="parentRouteOfAdministration”/>
14”7 cadeSystemVersio;F”G. k4.1 11.2a7

#1-3 —>

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

r. 8. 22"

displayName="parsntRoute0fAdninistration”/>
14" codeSystemVersion="G.k 4. 1. 11. 2a™>

H1-4 —

{originalText?G. k. 4. 1. 9. I{/originaifext?
(l— 6.} 4.r.9.1: Pharnaceutical Dose Form (free text) #i1-3 ——
¢/fornCoda>
/kinddfProduct>
{/instance0fKind>
{/consumable>
¢inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
{cods code="28" codeSystom="2. 15, 840, 1. 113883, 3. 889, 2. 1. 1, 19" codeSystenVersion="1.1"

<value xsi:type="CE” code="(.k. 4.1.11.2b" codeSyétﬂmS'Z. 16. 840. 1. 113883, 3,989. 2. 1. 1,
¢!— Gk 4.1, 11 2a: Parent Route of Administration TermID Version Date / Number

= G.k. 4.7 1i.2b: Parent Rouie of Administration TemmId §1-3 —>
SoriginalText?G. k. 4. r. 11, 1</original Text>
{l— G.k 4.1.11. 1: Parent Route of Administration (free text) #3-3 —>
<fvaluer
{/observaticn>
{/inboundRelationship>
{/substanceAdninistration>

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

{1~ G,k 4.r7 Dosage and Relevant Information (repeat as necessary) #l-4 —>
{substanceAdninistration ciassCode="SBADY” moodCode="EVN™>
{text>E k. 4.1 8¢/ texty
< G, % 4.1, 8: Dosage Text #1-4 —>
(effectivelime xsiltype="SKPR_TS™
Ceomp xsiitype="PIVL_TS™>
<pericd value="10" unii="G.k.4.1.3"°/>
<4—- &.k. 4.7, 2: Number of Urits in the Interval §l1-4 —>
<l— G.k. 4.r.3: Definition of the Time Interval Unit #1-4 —>
{feomp>
Lcomp xsi!type="IVL_T3" operator="A">
<width value="4" unit="G.k. 4.1 6b"/>
(}— G k. 4.r.Ba: Duration of Drug Administration {number) #1-4¢ —
i— G.%. 4. 1. 6b: Duration of Drug Administration {unit) #i-4 —>
<high value="200901017/>
¢l-- 6.k 4.1r.5: Date and Time of Last Adninistration #1-4 -
</comp>
{/effectiveTime>
¢routeCode code="G. k. 4.1, 10. 2b” codeSyster="2. 16. 840, 1, 113883, 3,989, 2. 1. 1. 14”7

<l— 6.k 4.1.10. 2a: Route of Adninistration TermID Version Date / Number #i-4 —>
<}— G.k 4 1.10, 2b: Rouis of Adminisiration TexmID Hi-4 —»
{originslText>G, k. 4. . 10. 1</origiralText?
¢l— G.k.4,1.10.1¢ Route of Administration (fres text) Fl-4 —>
{/routeCode>
(doseQuantity value="10" unit="G.k. 4.r.1b7/>
{!— G,k 4. 1. 1a Dosa (number} #1-4 —>
{d— Gk 41 1b: Dose (unit) #1-4 —>
{constmable typeCode="CSM™>
{instanceOfKind classCode="INST™>
(productInstancelnstanee classCode="MUAT" determinerCode="INSTANCE™>
{lotHumberText>G. k. 4. . 7{/lotHumbsrText>
{!— 6.k 4.x.7: Batch / Lot Nuwber #1-4 —>
{/productInstancelnstance?
<kindOfProduet classCode="MMAT" determinsrCode="KIND">
fornCode code="G.k 4.t.9.2b" codeSystem="TBD-Doseform” codeSystemVersion="G. k. 4.

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

{— G.k 4.7.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
LoriginalText>6. k. 4. x. 9. 1</originalTextd
¢l— G,k 4. r.9.1: Pharmaceutical Dose Form (free text) #1-4 —>
¢/formCode>
</kindOfProduct>
</instance0fKind>

¢/consumzahie>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2, 185, 840. 1. 113882, 3, 089. 2. 1. 1. 19” codaSystenVersion="1.17

<value xsiitype="CE" code="6.k 4. 1. 11.2b" codeSystem="2, 1§, 840. 1. 113883, 3.989. 2. L. L.
¢{—- G.k. 4.7, 1L 2a: Parent Route of Administration TermID Version Date / Number

¢l— G.k 4.1.11.2b: Parent Route ¢f Administration TermID #1-4 —>
CoriginalText?G. k. 4. r. 11, 1<{/originalText>
¢(l— G.% 4. 1. 11.1: Parent Route of Administiration (free text) #1-4 —>
</valuay
</observation?
¢/inboundRelationship>
¢/substanceAdministration?
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{/outboundRelationship2>
<outboundRetationship2 typeCode=" Q%!IP )
<l— G.k.4.r: Dosage and Relevant Infermation (repeat as necessary) Bl-6 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. . 8<{/text>
<l— G.k.4.1.8: Dosage Text #1-5 —>
<effectiveTime xsi:type="SXPR_TS™> °
{comp xsi:type="IVL_TS™> .
<low value="20080101"/>
¢{— G.k 4.1.4: Date and Time of Start of Drug #1-5 —>
<high value="200901017/>
¢4~- G. k. 4.r.5: Date and Time of Last Administration ¥1-6 —
</comp>
{comp X=iltype="IVL_TS” operator="4">
{width value="4" unit="6.k 4.x. 6b"/>
{4— G.k 4.1.6a: Duration of Drug Administration {(number) #1-5 —>
¢{-- G.k. 4.r. 6b: Duration of Drug Ad.ministratmn {unit) f#1-5 —
1 </comp>
{feffectiveTime>
<CrowteCode code="6, k. 4.1, 10, 2b" codeSystem="2, 18, B40. 1. 113883, 3. 982, 2, |, [, 147
codaSystemVeraion="G. k. 4 r. 10. 2a™>
: ' <l— G.k.4.1.10,2a: Route of Administration TermID Version Date / Number #1-5 —>
<l— G. k. 4.r.10.2b: Route of Administration Termil fi-f -—>
{originalText>G. k 4 1. 10. 1<{/originalText>
<l— G.k.4.7. 16, 1: Route of Administration (free text) §1-5 —
{/routeCods>
. {doseQuantity value="10" l.lmt-— Gk 4r Ib°/>
<— Gk 4.1 La Dose (namber) #1-5 —>
<}— G.k.4.r.th: Dose (unit) #1-5 —>
{consumahia typeCode="CSW™>
{instance0fKind classCode="INST">
<productInstanceInstance classCode="IMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</IotNumberText>
{l-= G.% 4. 1. 72 Batch / Lot Number #1-5 —>
</productInstanceInstance?
<kind0fProduct classCode="MMAT" determinerCode="KIND™>
{formCode code="G.k.4.r.9.2b" codeSystew="TBD-DoseForm” codeSystemVersion="G. k. 4.

1.9.227>
{!— 6.k 4.1.9. 22 Pharmaceutical Dose PForm TermIP Version Pate / Number #1-5
—»
¢!— G.%. 4.r.9. 2b: Pharmaceutical Dose Form TermID #1-5 —>
{originalText>G. k. 4. 1. 9. 1{/originalText>
(I~ G,k 4.1.9. 1: Pharmaceutical Dose Form (free text) #1-5 -—>
. </EormnCode?
</kind0fProduct>
</instance0fKind>
¢/consumable>
{inboundRelationship typeCode="REPR">
obsexvation classCode="0BS" moodCode="EVN">
<cods code="98" codeSystem="2, 16, 840, 1113883, 3,989, 2, 1. 1. 19" codeSystenVersion="1.1"
displayName="parentRouteOfAdninistration”/>
) <value xsiitype="CE” code="G.k, 4.r. 1. 2b" codeSystem="7. 16. 840, 1. 113883, 3. 986. 2. 1. L,
147 codeSystemVersion="G, k. 4, 1. 11, 2a™> :
. <|— 6.k 4.1. 11. 2a: Parent Route of Administration Termid Version Date / Number
#1-5 —> ) .
’ <I— G.k. 4.1. 11. 2b; Parent Route of Administration TermID H1-5 —>
originalTezt>G. k. 4. 1. 11, i¢/original Text>
Y- — Gk dx i1t Parent Route of Administration {free text) #1-5 —>
<fealued
{/ohservation>
</inboundRelationship>
{/substanceAdninistration>
{/outboundRelationship?>
<outhoundRelationship? typsCode="COMP">
<l— 6.k 4.7: Dosage and Relovant Information (repeat as necessary) #1-6 —>
{substanceAdministration classCode="SBADM" moodCode="" EVN >
{toxt)G. k. 4. r. B/ text
<! G.k.4.r.8: Dosage Text §I1-6 -
<effectiveTime xsiitype="SXPR.TS™>
<comp x5i:type="PIVL_T8">
{period value="10" unit="G.k 4. r.3"/>
I~ 6.k 4.r.2: Number of Units in the Interval #1-6 —
<{— 6.k.4.r.3: Definition of the Time Interval Unit #1-6 —>
</comp>
Soomp xsiitype="IVL_TS" operator="A">
(low value="20090101"/>
{I-- .k 4.7.4: Date and Time of Start of Drug ¥1-6 —>
<width value="4" unit="G.k.4.x.6b"/>
<]~ G. k. 4.r. 6a: Duration of Drug Administration {number) #1-6 —>
d— G k4r. Eb Duration of Drug Administratioh {unit) #1-6 -—>
</comp> ~
Ccomp xsi:type="IVL_TS" operator="A">
<high value="2009G101"/> -
¢I— G.k 4.7.5: Date and Time of Last Administration #1-6 —>
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codsSystenVersion="6, k. 4 1. 10. 2a">

r.9.2a7

displayName="parentRouteOfAdninistration”/>
14" codeSystemVersion="6.k.4. 1. 11, 2a">

#-6 —>

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

7.9, 28"

</comp>
{/effectiveTime> . .
<routeCode code="G.k, 4. 1. 10, 2b” codeSystem="2.16. 840, 1, 113883. 3. 989, 2, 1. 1. 14"

¢l— G.k. 4.r.19. 2a: Route of Advinistration TermID Version Date / Number #1-6 —>
<l— 6.k 4.1.16. 2b: Route of Administration TermfD #1-6 —>
{originalText>G. k. 4. 1. 10, 1</originalText>
¢l— G.k 4. 1.10,1: Route of Administration (free text) #1-6 —
<{/routeCode>
{doseQuantity value="10" wnit="G.k 4.r. 1b"/>
© ¢{l— Gk 4.x. 1a Dose (musher) #i-1 —>
¢l— G.k 4.7 1b: Dose (unit) #i-1 —>
{consumable typeCode="CSM™>
<instanceOfKind classCode="INST">
<productInstanceInstance classCoda="MMAT"™ determinerCode="INSTANCE™>
(lotNuberText?G. k, 4. 7. 7¢/totNumberText>
¢! G.k.4.1.7: Baich / Lot Number BI-1 —>
{/productinstancelnstance? )
ind0fProduct classCode="MMAT™ determinerCode="KIND">
FornCode code="6. k. 4. 1.9. 26" codeSysten="TRDDoseForn” codeSystemVersion="G. k. 4.

)= G.k 4.1.9, 2a; Pharmaceutical Dose Form TermiD Version Date / Number #1-6

{|-- Lj/k 4.1.9, 2b! Phatmaceutical Dose Form TermID #i-6 —>
<originalText?G. k. 4. r. 9, 1</originalText>
¢l— 6.k 4.7.9, 1: Pharmaceutical Dose Form (free text) #1-6 ——>
</formCode>
</kind0fProductd -
£/instance0fKind>
</consumable?
{inboundRelationship typeCode="REFR™>
{obgervation classCode="0BS" mocdCode="EVN">
{cods code="28" codeSysten="2. 16, 840, 1, 1138823, 3. 888 2. 1. 1. 19" codeSystemVersion="1.1"

Cvalue xsiitype="CE” code="G. k. 4 r.11.2b" codeSysten="2. 16.840. 1. 1£3883.3.989.2. L. L.
¢|— G. k. 4.r. 11.2a! Parent Route of Administration TermID Version Date / Number

{l— 6.k 4.7 11. 2b: Parent Route of Administration TeruID #1-6 —>
<origina}Text>G. k. 4. 1. 11. 1¢/originalText>
¢}— G.k 4.1.1k 1: Parent Route of Adwinistration (free text) §1-6 >
{fvaluad
</observation?
</inboundRalationshin>
</substancefdmiristration?
</outhoundRelationship2>
{outboundRelationship? typeCode="COMP™>
¢l G.k 4.1: Dosago and Relevant Information {repeat as necessary} #1-7 —>
{substanceAdministration classCode="SBADM" woodCode="EVN">
{GextdG. k. 4. x. 8/ text>
{!— G. k. 4.r.8: Dosage Text #i-7 —>
{effectiveTims xsi:type="SXPR_TS™>
{comp x5i:type="1VL_TS">
ow valus="20090101°/>
¢|— G.k 4.1.4: Date and Tiue of Start of Drug #i-7 —>
Cwidth value="4" unit="G.k. 4.r. 66"/
¢l— G.k 4.1, 6a: Duration of Drug Administration (number} #1-7 —>
¢!— G.k 4. 1. 6b! Duration of Drug Administration (unit} #1-7 —>
{/comp>
Ccomp xsiitype="IVE_TS" operater="4">
<high vaiue="20090101"/>
{I— G.k 4. 7. 5: Date and Time of Last Administration #I-7 —>
</conp>
{/effactiveTime’
<routeCode code="0.k. 4.1. 10, 2b" codeSysten="2. 16, 840, 1. 113883. 3. 989. 2. L. L. 14"

<!— G.k 4.r.10.2a: Route of Administration TermID Version Date / Number #i-7 —>
<}— G, k.4.1r.10. 2b: Route of Administration TermID $1-7 —>
CoriginalTextdG. k. 4. r. 10. 1</originalText>
¢}— G.k. 4.1, 10, 17 Route of Administration (free text} #1-7 —>
</routeCode>
(doseQuantity value="10" wmnit="G.k 4. r. 16"/
<]~ G.k.4.r.1a Dose {number) #i-7 —>
<l-- 6. k. 4.r. Ib: Dose (unit) #1-7 —>
4consumzble typefode="CSH™>
{instance0fKind classCode="INST™>
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
- ClotRumberText>G. k. 4. x. 7¢/JotNumberText?>
{4— G.k.4.1.7: Batch / Lot Number #1-7 -5
¢/productInstancelnstance? !
CkindOfProduct classCode="MMAT™ determinerCode="KIND">
<foruCode code="6.k. 4.1.9.2b" codeSysten="TRD-DoseForu” codeSystemVersion="G, k. 4.

¢l— G.k. 4.1.9. 2a: Pharmaceutical Dose Form TermiD Version Date / Number #1-7
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¢|— 6.k.4.x.9.2b: Pharmaceutical Dose Form TermID'$1-7 —>
{originalText>G. k. 4. 1. 9, 1</originalText>
¢|— 6.%.4.x.9.1: Pharvaceutical Dose Form {free text) #1-7 —
¢/faruCode>
{/kind0fProduct>
¢/instance0fKind>
{/consumable)
{inboundRelationship typeCode="REFR"> .
{observation classCode="0BS” moodCode= “EVN" >
. <code code="28" codeSystem— 2. 16. 540, 1. 113883, 3.889. 2. 1. 1. 19" cedeSystamVersmn“ 11"
displayName="parentRouteOfAdninistration”/>
<value ‘xsi:type="CE” code="G. k.4 r, 11.2b" codeSystem='2. 16, 840, 1. 113883, 3, 989, 2. 1. 1.
14" codeSystemVersion="G. k. 4.x.11.2a™> .
¢<!— G.k 4.1 £1. 2a; Parent Route of Administration TermID Version Bate / Humber
H1-7 —>
¢J-- G.% 4.1.11. 2b: Parent Route of Administration TexmID #1-7 —>
{originalfext>6. k. 4.1. 11, 1{/originalText>
¢l-- 6.k 4.1, 11. 13 Parent Route of Administration {free text) #1-7 —>
</valua?
¢/observation>
</inboundRelationship>
{/substanceAdninistratior>
{/outboundRelationshkip2>
{outboundRelationship? tyneCode="SMM™>
{observation classCode="0BS" moodCode="E¥YN">
{eode code="14" codeSystem— 2,16, 840, 1. 113883, 3. 989, 2, L. 1, 19" codeSystenVersion="1. 1"
displayName="cumulativeDoseToReaction”/>
<value xsi:!type="PG" valueﬁ 10" unit="6,k. 5b"/>
<l-~ 6.k 6a: Cumulative Dose to Rirst Reaction (number) #1 —>
{l— G,k 5b: Comulative Bese to First Reaction (unit) #t —>
{/observation>
</outboundRelationship2>
. <outboundRelationship2 typeOude='PERT”_> J
{cbservation classCode="" OES moodCode="EVi">
<code cods‘ﬂ'lﬁ codeSystenF 2. 16. 840. 1. 113883. 3. 989, 2. L. 1. 18" codeSystemVersion="1, 17
displayleme="gestationPeriod”/>
{value xsi:type="PQ” value="10" unit="G.k. 6b"/>
{l— 6.k 6a: Gestation Period at Time of Expesure (number) H1 —>
<!— G.k 6b: Gestation Perlod at Time of Exposure (unit) #1 —>
</ohservation?
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS” meodCode="EVH">
{code code="31" codeSystem="2. 16, 840, 1. 113883. 2, 985. 2. 1. L. 19" codeSystemVersion="1.1"
disptayNeme="recurranceOfReaction”/> )
<value xsi:type="CE" code="G.k, 9,1, 4" codeSystem="Z.16.840. 1. 113883, 3, 98%,2, 1,1, 16"
codeSystenVersion="2, 0" />
¢l— 6.k . 9.1i.4: Did Reactiocn Recur on Re—administration? Drug 1, Reaction fi1 >
{outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="EVN"> !
<id root="154eb889-958b-45F2-a02f-42d4d6E465TE" />
{/actReference> .
</outboundRelationshipl> ) f
</cbservation?
¢/outboundRelationship2>
{outhoundRelationship2 typeCode="PERT">
<observation classCode="085" moodCode="EVN">
v {code code="31" codeSystem="2.16.840. 1. 113882. 3. 989, 2. 1. 1. 18" codeSystemVersion="1.1"
displayNane="recurranceGfReaction” />
Cvalue xei:type="CE" code="G. k. 9. i 4" codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 16"
codeSystenVersion="2.0"/>
. <l-- 6.k.9.1.4! Did Reaction Recur on Re—administratior? Drug #l, Reaction #2 —>
{outboundRslationshipl typeCode="REFR™>
{actReference classCode="0BS" moodCode="EYN">
<id root="2bna28d6-cle8-4e6c-93e0-5h860L214220" />
{/nctRoference’
. </outboundRelationshipl>
{/observation>
{/outboundRelatiorship2> .
<outhoundRelationship? typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN"™>
<code code="9" codeSystew="2. 16, §40, 1. 113883. 3,989, 2. 1, 1, 19" codeSystemVersion="1.1"
displayName="codedDrugInfornation”/> '
{value xsi:type="CE" code="G.k. 10.1" codeSystem="2, 16.840. 1. 113883.3.989.2. 1. 1. 17"
codeSystenVersion="2. 0"/> )
¢l— 6.k 10.r: Additional Information on Drug {coded) {repeat as necessary} #1-1 -
. </observation)
</outboundRelationshipZ>
CoutboundRelationship? typeCode="REFR">
{observation classCode="0BS" mnoande~ EVN™>
i {code’ code="9" oadeSystem‘ 2. 16, B40. 1. 113883. 3. 989, 2. 1. 1, 19" codeSystemVersion=" 1 17
displayName="codedDrugEnformation”/>
Cvalue xsi:type="CE" code="G.k. 10).x" codeSystem="2. 16, 840. 1. 113883, 3,989.2.1. 1. 177
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codeSystenVersion="2. 0" />
¢J— 6.k 10.r: Additional Information on Drug (coded) (vepeat as necessary) #l-2 —>
{/cbservation? .
</outboundRelationship2>
CotttboundRelationship2 typeCode="RERR™>
{observation classCede="0BS" moodCode="EVN">
{code code="2" codeSysterm="2. 16. 840, 1. 113883, 3,989, 2, 1. 1, 18" codeSystenVersion="1.1"
displayName="add]tienalInformation”/>
{value xei!type="ST">G. k. 1i{/value>
<!t G. % Il: Additional Information on Drug (free text} #1 —>
</observation> -
<fouthoundRelationship2>
{inboundRelationship typeCode="RSON">
{ohservation classCode="0BS" moodCode="EVN">
Ceode code="19" codeSysten="2. 16. 840, 1. 113883, 2. 688, 2. 1. 1. 18" codeSystenVersion="1.1"
displayNeme="indication”/>
¢value xsi:type="CE” code="G.k 7.7.20" codeSysten="2. 16. §40.-1. 113883, 6. 183" codeSysiemVersion=
"Gk 1.1, 287>
¢l— Gk 7.1.2a; MedDRA Version for Indication #i-1 —
¢4— Gk 7.r.2b: Indication (MzdDRA code) #1-1 —> .
CoriginalText2G k. 7.1, 1¢/originalText>
¢— G,k 7.r.1: Indication as Reported by the Primary Source ¥I-1 —>
{/valuer
<performer typeCode="PRF">
{assignedEriity classCode="ASSIGNED"> .
{code code="3" codeSysten="2. 16. 840, 1. 113883, 3,989. 2. 1. 1. 21* codsSystenVersion="1, 0"

displayNeme="sourceReporter”/>
{/assignedBntity>
{/pexformer>
</observation?
</inboundRelationship>
{inboundRelationship typeCode="RSON">
. {observation classCode="0BS” moodCode="EVN"™
¢oode code="19" codeSystem="2. 16. 840. 1. 112883, 3. 989, 2. 1. 1. 19" codeSystenVersien="1.1"
displayName="indication”/> .
. {yalue xsi:type="CB” code="G.k. 7.r.2b" codeSysten="2.16. 840. 1. 113883. 6. 163" codeSystemVersion=
"6,k 7.1, 22"
<l— G.k.7.1.2a: WedDRA Versioh for Indication #§1-2 —>
¢~ G.k T.1.2b: Indication {4edDRA code) #1-2 —>
{originalText>G. k. 7. r. 1</originaiText>
{l— 6.k 7.r.1: Indication as Reported by the Primary Source #1-2 —>
</value>
{performer typeCode="PRR">
{assignedBatity classCode="ASSIGNED">
(code code="3" codeSysten="2. I6.840. 1. 113883, 3, 989. 2. 1. 1. 21" codeSystemVersion="1. 0"
displayNane="sourceReporter”/>
¢/assignedBntity>
{/performer>
¢/cbservation>
{/inboundRelationship> .
¢inboundRelationship typeCode="CAUS">
¢act olassCoda="ACT™ meodCode="EVN"> :
Ccode code="G. k. 8" codeSystem="2. 16, 840, 1. 113883, 3.089. 2. L. 1. 15" codeSystemVersion="2,0"/>
- {{— G.k B! Action(s) Taken with Drug #l -
{/actd
{/inboundRelationship>
{/substanceAdministration>
{/component?
¢— G.k brug(s) Information (repeat as necessary) #i2 —>
{component typeCode="COMP">
{substanceAdninistration classCode="SBADM” mcodCode="EVN">
¢id root="B8d6fBoe-3b3b—-4507-924d-69e06730c3a9" />
{consumable typeCode="CSK™>
{instance0ffind ciassCode="INST™>
<kind0fProduct classCode="MMAT” determinerCode="KIND">
<eode code="G.k. 2. 1. 2b” codeSysten="TBD-FPhPID" codeSystemVersion="G.k. 2.1.2&"/>
{l— G.k.2.1.2a: PhPID Version Date / Number #2 —>
<|— G,k 2.1, 2b: Pharmaceutical Product Identifier {PhPI) H2 —>
<nawe>G. k. 2. 2¢/name>
¢l— G.k 2.2: Medicital Product Name as Reporied by the Primary Source #2 —>
{asManufacturedProduct classCode="MANU"™>
{subjectOf typeCode="SBJ">
{approval classCode="CNIRCT” moodCode="BYN™>
<id extension="G.k 3.1" raot="2. 16,840, 1 113883,3.985.2.1.3.4"/>
¢{— G.k 3.1: Authorisation / Application Number #2 —>
<holder typeCode="HLD">
<role classCode="HLD™>
{playingOrganization classCode="0RG" determinerCode="INSTANCE™>
<name?G, k. 3. 3¢/name>

. |-~ G.k 3.3: Mame of Holder / Applicant #iz —>
</playingOrganization>
</role>
</holder>

{author typeCode="AUT">
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codeSystemVersion="1, 1"/

codeSystemVersion="1. 0" displayName="3FEKREOTRELS" />

2.1.3" codeSystemVersion="1, 17/>

2a"/>

#2-1 -—>

2a"/>

2.

displayName="retailSupply”/>

Obtained #2 —>

0" displeyNeme="—/R 5 ERELDAFHR" />

codeSystenVersion="1.1"/>

<territorialAuthority classCode="TERR™>
{territory classCode="NAT" determinsrCode="INSTANCE™>
{code code="G. k. 3.2" codeSystex="1, 0. 3165. 1. 2.27/>
<l— G.k.3.2: Country of Muthorisation / Application #2 —>
{/territory>
-¢/territorialiuthority?
{/author>
{pertinentInformation typeCode="PERT™>
<policy classCode="POLICY” moodCode="EYN™>

{code code="J2.5. k" codeSystem="2. 16, 840, 1. 113883, 3, 989. 5.1.3,2.1.47
G eEdyn. b ki —HEAERRECY AL K% 2
+{/policy>
</pertinentInfotmationy
</approval>
</subject0f>

<subject0f iypeCode="SB]™>
Keharacteristic classCode="0BS" moodCode="EYN">»
<eode cods="1" codeSystem="2. 16.840. 1. 113883.3.989.5.1. 3. 2. 1. 19"

Cvalue xsiitype="CE" code="J2.4.k" codeSysten="2. 16. 840, 1, 113883. 3.989.6.1.3.

<1 eeeln. 4 ki FESSSDRERS 2 —
¢/characteristic>
</subjectof>
</asManufacturedProduct)>
{ingredient classCode="ACTI™>

<guantity>
<numerator velue="10" wmit="6.k.2.3.r.3b"/>
{I— 6.k 2.3.1. 3a: Strength (mmber) 2 —>

{I— G.k. 2.3.r. 3b: Strength (unit) #z-t —>
{denominater value="1"/>

{/quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
{code code="G. k. 2.3.r.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r1.

<|-- 6. k.2.3.r.2a: Substance / Specified Substence TernID Version Date / Number

{— 5.k 2.3.1.2b Substance / Specified Substance TermID f2-1 —>
<{name>G. k. 2. 3. r. 1</name)
<|— G.k 2.8.r.1: Substance / Specified Substance Name H2-1 —>
</ingredientSubstance>
</ingredient>
{ingradient classCode="ACTI"»
{guantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
d— Gk 2 3.1.3a; Strength (number) #2-2 —>
<{d— 6.k 2.8.r,8b: Strength (unit) #2-2 —>
{denominator value="1"/>
</quantity>
CingredientSubstance classCode="IMAT" determinerCode="KIND" >
{eode code="G.k 2.3.1.2b" codeSysiem="TBD-Substance” cadeSystenVersion="G.k. 2. 3.r.

<I— 6.k.2.3.r. 2a: Substance / Specified Substance TeruwlD Version Date/Nusber #2-

<l G.k 2.3.1r.2b Substance / Specified Substance TermID #2-2 —>
<namedG. k. 2. 3. r. 1¢/name>
{I— 6.k 2.3.1. 1! Substance / Specified Substance Name #2-2 —>
</ingredientSubstance>
{/ingredient>
</kindOfProduct?
<subjectOf typeCode="SB]™> )
¢produciBvent classCode="ACT" moodCode="FEYN">
{code code="F" codeSyster="2.16.840. 1. 113883. 3. 985, 2.1, }, 18" codeSystemVersion="1. 0"

{performer typeCode="PRF">
<assignedBntity classCode="ASSIGNED”>
{trepresanteddrzanization classCode="0RG" determinerCode="INSTANCE">
<addr>
LeountryG. k 2. 4¢/country>
<l— G,k 2. 4: Identification of the Country Where the Drug Was

{fadd>
{/representedlrganization>
/assignedEntity>
{/performer®
{/preductBrent>
{/subjectOf>
<sttbjectOf typeCede="SEI">
{observaticnfivent classCode="CB5S" moodCode="EVN™>
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.

<value xsi'type="CE” code="J2.6.k" codeSyster="2. 16.840. 1. 113882, 3,989.5.1.3.2.1. 5"
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Event (nuwmber) Drug #2, Reaction #1—>

Event {unit) Drug #2, Reaction #l —>

Drug #2, Reaction #I —>

Drug #2, Reaction #1 —>

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

Event (unit) Drug #2, Reaction #2 —

Drug #2, Reaction #2 -—>

Drug #2, Reaction fiz —>

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

Event (unit) Drug #2, Reaction #3 —>

Drug #2, Reaction {#3 —>

Drug #2, Reaction #3 —>.

Event (number) Drug #2, Reaction #14 —>

Event (unit) Drug #2, Reaction 4 —>

Drug #2, Reaction #4 —>

Grug #2, Reaction #4 —>

(I— ge8rz. 6. k: —RAEESOATEY #2—
{/observationBvent>
{/subjectOf>

</instanceOfKind>
</consunable>
<outboundRelationshipl typeCede="5A5">

{pauseQuantity value="10" unit="6.k 8.i.3. 13"/

<4— G.k.9,i. 3. Ia! Time Intorval betwesn Beginning of Brug Administration and Start of Reaction /

— 6.k 9.1 8.1b: Time Interval betwsen Beginning of Drug Administration and Stari of Reaction /

{actReference classCode="0BS” moodCods="EVN™>
<id root="154eb889-968L45F2-a02f 42344646577/
{/actReference>
{/outboundRelationshipl?
{outhoundRelationshipl typeCode="SAE™>
<pauseQuantity value="19" unit="G.k. 9.3, 3.2b"/>
<{I— 6.k 9.i.3.2a! Time Interval hetween Last Dosz of Drug and Start of Reaction / Event (number)

<G,k 9.1.3.2b: Tine Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actRefersnce classCode="0BS™ moodCode="EVN™>
<id root:‘154eb5894.358b*45f2"302f“42d4d6f4657f"_/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SA5">
<Cpauseluantity value="E0" vnit="G.lk 9.1, 3. 1v"/>
<|— 6.k 9.1.8. 1a: Tine Interval hetween Beginning of Drug Administration end Start of Reaction /

<I— .k 9.4.3. 15 Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0OBS” moodCode="EVN">
Kid root="2baa28d6-cGeB-4ebr-93e0-bh8E0bI142207/>
{/actReference>
</outboundRelationshipl)
<ontboundRelstionshinl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/> )
{l— 6.k 9.1.3.2a Time Interval between Last Dose of Drug and Start of Reaction / Event (sumber)

|~ 6.k 9.1.3.2b: Time Interval betwesn Last Dosa of Drug and Start of Reaction / Event (unit_)

<actReference classCode="CBS” moodCode="EVN">
<id root="2baa28d6-cYes—de6e~03e0-Eha50bI142207 />
{/actReference>
</outboundRelationshipl>
CoutboumdRelationshinl typefode="SAS">
<pauseQuentity value="10" wnit="G.k. 9.1, 2. [b"/>
{|— 6.k 9,i.3.1a; Time Interval hetween Beginning of Drug Administration and Start of Reaction /

<l— 6.k 9.1i. & 1»: Time Interval betwsen Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN"™>
<id root="3a8626ch-9f1b~4eaB-8alf-e0ff34430adf"/>
{/actReference?
¢/vutboundRelationshipl> -
<outhoundRelationshipl typeCodé=’SAE’>
<pauseQuantity value="19" unit="G.k.%. i.3.26"/>
{l— 6.k 9.1i.3.2a Time Interval between Last Dose of Drug and Start of Reaction / Event {number}

{— 6.k 9.4.3.2b: Time Interval between Last Dose of Prug and Stari of Resction / Event {unit}

{aciReference classCode="0BS” mocdCode="EVN">
<id rooi="3aBB26ch-9f1b-4ea8Ba0f-e0ff34430adf” />
{/actReference>
¢/outboundRelationshipl>
<outboundRelationshipl typeCode="SA5">
{pauseQuantity value="10" unit="G.k 9. i, 3. 1b"/>
d— G.k. 9,1, 3. 1a! Time Interval between Beginning of Drug Administration and Start of Reaction /

¢I— G, % 9,1, 3. 1b: Tine Intetval betwesn Beginfiing of Drug Administration and Start of Reaction /

CactReference classCode="0BS" moodCode="RVN">
<id root="2e89840f-08b4-499c~80FF-ddBd1574fBab" />
</actReference>
</outhoundRelationshipl>
<outhoundReiationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1.3.26"/>
{I-- 6.k 8.1.3.2a: Time Interval between Last Pose of Drug and Start of Reaction / Event (mumber)
&
<}-- 6. k. 8.1.8.2b: Time Tnterval between Last Pose of Drug,and Start of Reaction / Event (unit)

{actReference classCode="0BS" moodCods="EVN">

<id root="2e99840f 08h4-409c-80ff-ddB415F4f8a5"/>
{factRelerencer
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Event (humber) Drug #2, Reaction #5 —>

Event (unit) Drug 42, Reaction #5 —>

Drug #2, Reaction #6 -2

Drug #2, Reaction #5 —>

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

Event (unit} Drug #2, Reaction #6 -

brug ff2, Reaction 6 —>

Drug #2, Reaction #6 —>

Event (number) Drug fi2, Reaction #7 —

Evant (unit) Drug #2, Reaction 7 —>

Drug #2, Keaction #7 —>

Drug #2, Reaction H7 -—>

Bvent (number) Drug #2, Reamction #8 —>

Event (unit) Drug #2, Reaction #8 —>

Prug #2, Reaction FB —>

Drug #2, Reaction #8 —>

{/outboundRelationshipl>

* CouthoundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.%. 9. 1. 3. 1b"/> -
¢I— 6.k 9.1. 3. 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢— G,k 5. 1. 3. 1b: Time Tnterval between Beginning of Drug Administration and Start of Reaction /

{avtReference classCode="0BS" moodCode="EVN™>
<id reot="1071064c—<cf10-4a3b-83c1-34f9ddbTeabd"/>
¢/actReferencer
</outhoundRelationshipl>
{outboundRelationshipl typeCode="SAE">
<pausefuantity value="10* unit="G.k. %.1.3.2b"/>
<|— 6.k 9.1.3.2a: Time Interval bstween Last Dose of Drug and Start of Reaction / Bvent {number)

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

<actReference classCode="0BS" moodCode="EVN">
<id root= ].071064C‘cf10-433b‘8331"34f9ddeEaEd 2l
{/actReference>
{/outboundRelationshipl>
<outhoundRelationshipt typeCode="SAS™>
{pausefuantity value="19" unit="G.k.9.1. 3 [b"/>
<l— 6,%9,1i, 3. 1a: Time Interval between Beginning of Drug Administratior and Start of Reaction /

¢(l— 6.k 9.i.3. 1b: Time Interval between Beginning of Drug Administration end Start of Reaction /

(actReference classCode="0RS" moodCode="EVN">
<id raot=’1f927233—10115-4334"9d43*&925640fh18f"/>
{/actReference’
</outbotndRelationshipl>
{outboundRelationshipl typeCode="SAE">
(pauseQuantity value="10" unit="G.k 9.1 3.2b7/> .
== 6. k.9.1. 3. 2a2 ‘Time Interval between Last Dose of Drug and Start of Reaction / Bvent (number}

¢l— G.k. 5.1.3.2b: Time Interval between Lasi Dose of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS" moodCode="EVN™>
{id roet="1£927283-10b6-4334-0d43-e925640FbE8E" />
{/actRafarence?
</outhboundRelationshipl>
<eutboundRelationshipl typeCode="SAS">
<pauseduantity value="10" unit="6.k 9: i.3.1b"/>
¢l-- G.% 9.i.3. 1a: Time Interval between Beginning of Drug Administratior end Start of Reaction /

¢l-- 6. % 9 i 3. 1b! Time Interval between Beginning of Drug Administration and Start of Reaction /

¢agtReforence classCode="0BS" moodCode="EVH"> .
<id root="e(342969-38be-423f-h6hb-cel4be212d8e” />

{/actReference>

</outboundRelationshipl>

<outhoundRelationshipl typeCode="SAE™>
{pauseQuantity value="E0" unit="G.k.9.i.3.2b"%
¢— 6.%.9.1.8. %a: Time Enterval between Last Dosa of Drug and Start of Reaction / Event (pumber)

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

{actReference classCode="0BS" moodCode="EVN™>
{id root="e0342969-38be-425fbBbb—celdhe279d8e />
¢/actieference>
{/outboundRelationshipl>
(outboundRelationshipl typeCode="5A5">
{pauseQuantity value="16" unit="G.k.9.i.3.1b7/>
¢d— 6.k 9.1.3. la? Time Interval botween Beginning of Drug Administration and Start of Reaction /

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

<actReference classCode="6BS" moodCode="EVYN">
{id root="albbe092-8070-426daf(4-68632634430" />
{/actReference>
</outboundReiationshipl>
{outbotndRelationshipl typeCode="SAE" )
{pauseQuantity value="10" uni+="G. k. 9.1.3.2b"/>
¢}=— G.k 9.i.2. 2a: Time Interval between Last Doss of Drug and Start of Reaction / Event (numher)

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

{actReference classCode="0BS” moodCode="EVN™>
<id I‘OOtJa].53)5092*307&426d-af{}4‘585325344330 />
{/actReference>
{/outboundRelationshipl?
<outboundRelationship2? typeCode="PERT">
<observation classCods="0BS" moodCode="EVN">
<cods code="6" codeSysten="2. 16. 840, 1. 113883. 3. 980. 2. 1. 1. 19” codeSystemVersion="11"
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displayName="blindad®/>
{valus zsistype="BL" value="true"/>
¢}—- G.k 2.5: Investigational Product Blinded #2 —>
{fobservation?
<fouthoundRelationship2y
{outboundRelationship2 typeCode="COMP™> :
<l G,k 4,1 + Dosags and Relevant Information (repeat as necessary) #2-i —>
{substanceAdministration classCode="SBADM" moodCode="EVN™>
{textyG. k. 4. r. 8</text>
<I— G.k.4.1.8: Dosage Text #2-1 —>
{effectiveTime xsi:type="IVL_TS">
Clow value="20090101"/>
¢4— Gk 4. 1.4 Date and Tine of Start of Drug #2-1 —>
<high value="200901017/>
¢t— G,k 4.1.5: Date and Time of Last Administration H2-1 —>
{/effectiveTime>
{rotteCode code="G. k. 4.r. 30. 2b” codeSystem="2. 16. 840, L. 113883, 3. 989, 2. 1. 1, 14"
codeSystemVersion="6. k. 4. r. 10. 22">
¢l— G, k. 4. r. 10. 2a: Route of Administration TermID Version Date / Number #2-1 —>
|— 6.k 4.7.10. 2b Route of Aduinistration TermID #2-1 —>
<originaiTextyG. k. 4. r. 10. 1</originalText>
<}— G.k.4.7.10, 1: Ronte of Administration (free text} #2-1 —>
¢/routeCoder
{doseQuantity value="10" unit="G.k. 4. 1. 1v"/>
{l— 6.k 4.1. 1a Dose (number) #2-1 —>
<I— 6.k 4.1. 1b: Dose (unit) #2-1 —->
<consumable typeCode="CSH">
{instance0fKind classCode="INST™>
{productInstancelnstance classCode="MMAT" determinerCode="ENSTANCE™>
(lotNumberText>G. k. 4. r, 74/ 1otNumberText>
<I— G.k.4.7. 77 Batch / Lot Number #2-1 —>
{/productInstancelnstance> .
<kindOfProduct classCode="BAT" determinerCode="KINI™>
{fornCode code="6. k. 4.1, 9, 28" codeSystom="TB)DoseFora”™ codeSystemVersion="6.k. 4.
r.9.2a™>
{l-— G.k.4.r.9.2a: Pharmaceutical Dose Porm TermID Version Date / Number #2-1

{!~— G.k.4.1.9.%b: Pharmaceutical Dose Form TermID §2-1 —>
{originalText>G. k. 4. 1. 9. 1</originalText
{— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
{/fornCode>
</kind0fProduct>
{/instance0fKind>
* {/consumabie?
CinboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EYN™>
<code code="28" codeSysterm="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystenVersion="1.1"
displayName="parentRouteCfAdministration”™/?
Cvalue xsiitype="CE” coda="G.k.4. 1. 11,2b" codeSystem="Z 16.840.1. 113883.3.580.2. 1. 1.
14" codeSystemVersion="G, k. 4, r. I1. 2a™> ’ i :
<l G k. 4.1, 11. Za: Parent Route of Administration TermID Version Date / Number
#2-1 —> )
¢|-- 6.k 4.r.11.2b: Parent Route of Adwinistration TermID #2-1 —>
<originalText>G. k. 4. r. 11. 1{/criginalText>
<l-- 6.k 4 r 1L 1: Parent Route of Administration (free text) §2-1 >
<{fvalusd
{/observation?
{/inboundRalationship>
¢/substanceAdninistration>
</outboundRelationship2>
{outboundRelationship? typeCode="COMP™>
¢— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —> .
<substanceAdninistration classCode="SBADM" moodCode="EVN™>
{text?6. k. 4, r. 8{/text?
{!— G.X.4.1.8: Dosage Text #2-2 —>
CeffectiveTime xsi:type="1¥[,_I5">
low value="20090101"/>
{l— G.k.4,7.4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G.k.4.1. 6b"/>
<l— G.k. 4.1.6a: Duration of Drug Administration (number) #2-2 —>
<= G.k.4.r.6b: Duration of Drug Administration (unif) #2-2 —>°
{/affectivelime>
<routeCode code="C.k 4.x. 10. 2b” codeSystem="2. 16, 840, 1. 113882, 3,983,2. 1, 1. 14"
codeSystenVersion="G. k. 4. r. 10. 2a”>
{|— G.k.4.r.10.2a: Route of Administration Termid Version Date / Number #2-2 —>
<l— G.k.4.r.10. Zb: Route of Adninistration TermID #2-2 —>
<originalText)s. k. 4. v, 10. I</original Text>
¢I— G.k.4.1.10. 1! Route of Administration (free text) #22 —
¢/routeCoded ) :
(doseQuantity value="10" unit="G. k. 4.r. 1b"/>
{!— Gk 4.1 ka Dose (numher} #2-2 —>
. . ¢!— G.k.4.r. Ib: Dose {unit) #2-2 —>
{consumable typeCode="CSH">
{instence(fKind classCode="INSE">
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r.8.2a"

displayName="parentRouteOfAdninistration”/>

14" codeSystemVersion="6. k. 4. 1. 11 2a™>

- W2 —

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

1.9.2a">

displayName="parentRoutelfAdninistration”/>
14" codeSystemVersiot="G. k. 4.1, 11. 2a">

#2-3 —>

{productInsiancelnstance classCude— WMAT™ determinerCode="TNSTANCE™>
AotNumberText>G. k. 4. r. 7</LotNumberText>
{}— G.k 4.1, 7: Batch / Lot Number #2-2 —>

¢/productInstanceInstancad

<kind0fProduct classCode="MMAT™ determinerCode="KIND™>
(FornCode code="G. k. 4. 1.9, 2b” codeSysten="TBD-DoseForm” codeSystemVersion=". k. 4.

{I— G.k 4.1.% 2a Pharmaceutical Dose Form TermID Version Date / Number H2-2

<{— 6.k 4,19, 2b: Pharmaceutical Dose Form TermIb §2-2 —>

CoriginalText’G. k. 4.1 9. 1</originalText>
¢}— G.k.4.1.9. 1! Pharmacoutical Dose Form (free text) ffz-2 —>
</foruCode>
£/kind0fProduct>
¢/instance0fKind>

¢/consumahle>
<inboundRelationship typaCBan"REFR')
{observation classCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2, 15. 840. 1. 113883, 3,980, 2. 1.1, 197 codeSystemVersion="1. 1"

<value xsi:type="CE” code="G. k 4. r.11. 20" codeSystem="2. 16. 840, 1. 113883, 3. 585. 2. 1. 1.

¢|— G.k 4 1 1L 2a‘ Parent Route of Administration TermID Yersion Date / Number

<l G.k. 4 1,11, 2b: Parent Route of Administration TexmID #2-2 —>
{originalText>G. k. 4. r. 11, 1</originalText>
<I— G.k 4.7 1L 1 Parent Route of Administration (free text) if2-2 —>
</value>
{/observation>
{/inboundRelationship>
{/substanceAdninistration>
{fouthoundRelationship2>
<outhoundRelationship? typeCode="COMP™> 4
<l— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
<substanceAdninistration classCode="SBADM" moodCode="EVN™>
CtextdG. k. 4. r. 8¢/text?
{i— G.k. 4.r.8: Dosage Text #2-3 —>
{offectiveTime xsi:type="IVL_T5™>
{width value="4" unit="G. k. 4.r.6b"/>
¢l— G.k.4 r. 6a: Duration of Drug Administratien (numbe:c) #2-3 —>
{l— G.k 4.1.6b: Duration of Drug Administratien (unit) #2-3 —
<high vaiue="200901017/>
<{|— 6.k 4.1.5! Bate and Time of Last Adwinisiration #2-3 —>
</effoctiveliney '
SrouteCode code="G.k 4.1. 10, 2" codeSystem="2. 16. 840, 1. 113883, 3.980.2. 1. 1, 14"

4 G k.4.r.10. 2a: Route of Administration TermE) Version Date / Number #2-3 —
{§— G.k 4, 2. 10. 2b: Route of Administration TermiD §2-3 —>
CoriginalText>G. k. 4. 1, 10, 1</originalText> '
{— G,k 4.1r,10. 1} Route of Administration (free text) #2-3 —>
{/routelode>
{doseQuantity value="10" unhit="G. k. 4.x.1b"/>
{{— &.k. 4.1. la Dose (number) #2-3 —>
{— 6.k 4.r. tb: Dose funit) #2-3 —
{consumabls typeCode="CSH™>
{instanceOfKing classCode="INST">
{productInstancelnstiance classCode="MMAT™ determmer(}ods— INSTANCE™>
ClotllumberTaxtrG, k. 4. T, 74/ 1otNunberTexty
¢l — G.k 4.r.7: Batch / Lot Numbher #2-3 —>
{/productInstancelnstance?
<kind0fProduct classCode="MMAT" determinerCode="] KIN'D >
FornCode code="G.k. 4. r. 9. 2b" codeSysten="TBD-DosePorm” codeSystemVersion="0.k. 4.

{l— 6.k 4.r.9.2a! Pharmaceutical Dosé Formn TermID Version Date / Number #2-3

{l— G.k.4.r.9.2b: Pharwaceutical Dose Form TernIP #2-3 —> =
CoriginalText>G. k.4, 1. 9, 1¢/originaiText>
<|— ¢.k 41 9, 1 Pharmaceutical Dose Form {free text) #2-3 —>
¢/formCade?
</kindOfProduct>
</instance0fKind>

{/consumable>
<inboundRelationship typeCode="REFR">
<ohservation classCode="0BS" moodCode="EVN">
(code code="28" codeSysten="7, 16, 840, 1. 113883. 3. 989. 2. k. 1. }9" codeSystenVersion="1.17

Cvalue xsiitype="CE” code="G.k 4 r.11.2b" codeSysten="2.16,840,1, 113883 3.98%. 2. 1. L. -
({— 6.k 4.r 11.2a: Parent Route of Adwinistration TermID Version Date / Number
! = G.k.4.1. 11.2b: Parent Route of Aduinistration TermID ¥2-3 —>
{originaiText>G. k. 4. r. E1 1{/originaiText>
{!— G.k 4. 1. 1L. 1: Parent Route of Administration (free text) #2-3 —>
</value>
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{/observation>
</inboundRalationship>
{/substanceAdministration>
¢/outboundRelationship2>
{outboundRelationship? typeCode="COMP">
¢1-— G.k 4.r: Dosage and Relevant Information (repeat as necessary) fi2-4 —>
<{substancahdministration classCode="SBADM" moodCode="EVN">
{LextyG. k. 4. r. 8¢/ text>
<l— G.k 4. 1.8: Dosage Text #2-4 -—>
CeffectiveTime xsi:type="SKFR_IS™>
<gomp xsiitype="PIVL_TS™>
{period value="10" wnit="G. k. 4.1.3°/
<}— 6.k 4.1.27 Number of Units in the Interval #2-4 ~—>
. {l— G.k.4.r.3: Definition of the Time Interval Urnit #2-4 —>
</eomp> ’
{comp xsi:type="IVL_TS" operator="4">
<iow value="20000101"/>
{— 6.k 4.r. 4! Date and Time of Stort of Drug #2-4 —>
{/eomp>
{feffectiveTime>
{routeCode code="G. k. 4. . 10.2h” codeSysten="2. 16. 840, 1. 113883, 3,989, 2. 1. 1, 14”

codeSystenVersion="G. k. 4. r. 10, 2a™> ;
<{l— G.k. 4.r.10.2a: Route of Administration TexrmID Version Date / Number §2-4 —>
{l— 6.k 4 r.10.2b: Route of Advinistration TermID #2-4 >
<originalText>G. k. 4. r. 10, 1</originalText>
<l— Gk 4.71.10,1: Route of Administration (free text) H2-4 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4. r. 1%"/>
{}— G.k. 4. 7. 1a Dose (number} #2-4 —>
{l— .k 4.x. 10 Doge (unit) #iz-4 —> '
<consumable typeCode="CSU™>
{instance0fKind classCode="INST*>
“{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
(lotMuberText?G. k. 4. x. 7</letNumbexText>
¢|— G,k 4.7.7: Batch / Lot Number #2-4 —>
{/productinstancelnstiance>
<kindOfProduct classCode="MMAT" determinerCode="KIND"> )
{ForuCode code="G. k. 4.1.9, 2b” codeSysiem="TBD-DoseForm~ codeSystemVersion="6.k.4.
r.9.2a"
{}— G.k.4.1.9.2a: Pharmaceutical Dose Form TermED Version Date / Number #2-4

{l— G.k 4 1.9 2b: Pharmaceutical Dose Form TernID #2-4 —>

{|— 6.k 4.1.9.1: Pharmaceutical Dose Form (free text) #2-4 —
</foruCode>
</kind0fProduct>
¢/instanceQfKind>
N {/constmable>
{inboundRelationship typeCode="REFR">
{abservation classCode="0BS" moodCode="EVN"> '
<code code="28" codeSystem="2, |6, 840. 1. 113883, 3. 989. 2. L. 1. 19” codeSystemVersion="1,1"
di splayName="parentRouteOfAdninistration”/>
<value xsi:typs="CE" code="G.k.4.r.11.2b" codeSysten="2. 16. 840, 1. 113883, 3.98%. 2. 1. 1.
14" codeSystenVersion="G. k. 4.r.11. 2a™>
¢l G.k.4.1.1L 2a; Parent Route of Administration TermID Version Date / Number
fz-4 —>
{l— G.k 4.r. k1. 2b: Parent Route of Adwinistration TermID #2-4 —>
<origins1Text>G. k. 4. 1. 11. 1</original Taxt> '
: {l— G.k. 4.1. 11, 1: Parent Route of Administration (free texi) #2-4 —>
fvalue> ’
{/observation>
{/inboundRelationship>
¢/substanceAdninistration>
¢/outboundRelationship2>
LouthoundRelationship? typeCode="COMF">
{I— G,k 4, 1! Dosage and Relevant Information (repeat ae necessary) #2-5 ——>
{substancepdministration classCods="SBADM" moodCode="EVN™>
<pext>G. k. 4. r. 8¢/ text>
<l— G.k 4.1.8: Dosage Text #2-5 —>
{effectivaTime xsiitype="SKPR_TS™>
{eomp xsi:type="PIVL_TS">
{period vatue="10" unit="G.k 4.r.3"/>
{l— Gk 4.1.2: Nugber of Units in the Interval #2-5 —>
l— G. k 4 1. 3: Definition of the Time Interval-Unit #2-6 —>
</comp>
Loomp xsiitype="IVL_TS® operatcr="A">
<high value="20090101"/> '
{l-- G.k 4.1.5: Date and Time of Last Administration #2-5 —>
{/comp>
</effectivelime> .
<routeCode code="G. k. 4.1, 10, 2b” codeSystem="2. 16. 840. 1. 113883. 3. 985. 2. 1. 1. 14"

cadeSystemVersion="6. k. 4. 1. 10.2a™>
<|— G.k. 4.1.10. 2a: Route of Administration TernID Yersion Date / Number §2-5 —>
¢{!— G.k 4.7 10. 2b; Route of Administration TermID f2-5 —->: :
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£.0.2a">

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

#2-5 —>

codeSystenVersion="G. k. 4. r. 1§ 2a™>

r.9.2a™>

CoriginalText>G. k 4. z. 10, 1</originalText> !

{— G.%k.4.1r. 10,1 Reute of Adwinistration (free text) #2-5 —
{/routeCode> )
<doseQuantity value="10" unit="G. k. 4.r, Ib"/>
< &k 4. 1. 1a Dose {number) #2-8 —>

s ¢l— G, k. 4. 1. 1b: Dose {(unit) #2-5 —>

{consumable typeCode="{SH™>
{instence(fKind classCode="INST">

{produstInstancelnstance classCode="MMAT” determinerCode=" INSTANCE i
{JotNumberText>G. k. 4. r. 7¢/lotHunberTaxt>
¢|— G.k. 4.1. 7 Batch / Lot Number #2-6 —>

</productInstanceInstance>

<kind0fProduct classCode~ MMAT” determinerCode="KIND">
{formCods code="G. k. 4.r.9.2b" codeSysten="TBD-DoseForm” cadeSystamVersmn- G.k 4

4

{— 6.k 4182 Pharmaceutical Dose Form TernID Version Date / Number #2-5

{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermlID f{2-5 —>
{originaiTextGC. k. 4. r. 8. 1{/original Text>
¢|— .k 4.r. 9.1 Pharmaceutical Dose Forw (free toxt) #2-5 —>
{/foruCode>
</kind0OfProduct>
{/instance0fKind>
</consumable>
<inboundRelationship typeCode— REFR">
{observation classCede="0BS" moodCode="EWN">
<onde code="28" codeSystem="2. £6, 840. 1, 113882, 3, 989, 2, 1, 1, 19" codeSystemVersion="1.1"

<value xsi:type="CE" code="G.k. 4. 1. 1% 2b" codeSystew="2.16.840. 1, 113883,3.989.2, L. L,
<{|— 6.k.4.r.11. Za: Parent Route of Administration TexmID Version Date / Number

{l— G.k. 4.1, 1L 2b: Parent Route of Administratjon TermID #2-6 —>
CoriginalText>G. k. 4. r. 11. 1</originalText>
- G k. 4.r. 11 1: Parent Route of Administration (free text) #2-5 —>
{/valued
{/observationd
</inhoundRelationship>,

{/substanceAdninistration>

</outboundReiationship2> .

<outboundRelationship? typeCode="COMP™>
¢I— G.k. 4, r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
<stbstanceAdministration classCode="SBADM” moodCode="EVN">

<text?G. k. 4 r. 8</text>
I G.k. 4.1. 8 Dosage Text {f2-6 —>
{effectiveTime xsil'type="SKPR_IS"> . R
<comp xsi:type="FIVL_TS"™>
{period value="10" unit="G. k. 4.1.3"°/
{]-= G.k.4.r.2: Number of Units in the Interval #2—6 —>
{l— G.k.4.r. 3" Definition of the Time Interval Unit #2-6 —>
{/eompy
<comp xsi:type="IVL_TS" operator="A">
<ridth value="4" unit="G.k 4.1.6b"/
¢1— G,k 4.1, 6a: Duration of Drug Administration (number) #2-6 —>
<l-- &k 4.r. 68 Duration of Drug Administration (unit) #2-8 -
{/comp?
<feffectiveTine
<routeCode code="G.k, 4,1, 10, 2b” codeSysten="2. 16. 840. 1. 113883. 3. 888, 2. 1. 1. 14"

{]— 6.k.4.r.10. 2a: Route of Adminisiration TexmIl Version Date / Number #2-6 —>
{l— 6.k 4.1.10.2b: Route of Administration TermID #2-6 —>
{originalText>G. k. 4. r. 10. 1{/originalText>
<1— 6.k 4 1. 10.1; Bouts of Administration (free text) H2-6 —
</routetode’
doseQuantity value="10" unit="G. k. 4.r, 1v"/>
<!— .k 4.1, 1a Dose {number) #2-6 —>
{I— 6.k 4.7.15: Dose (unit} #2-6 —>
<eonsumable typeCode="CSK™>
{instance0fKind classCode="INST™>
{productInstanceInstance classCode="MMAT™ determinerCode="INSTANCE™>
<lotNumberText>G, k. 4. T. 7¢/lotNumberText>
<}—.6.k 4.1.7: Batch / Lot Number #2-6 —>
</praductInstanceInstance’
kindOfProduct classCode="IMAT" determinerCode="KIND™>
{formCode code="G. k. 4, 1. 9. 26" codeSystem="TBD-DoseForn” codeSystenVersion="G.k. 4.

¢<|— G.k.4.r.9. 2a’ Pharmaceutical Dose Form TermID Version Date / Number #2-8

{l— 6.k .4.1.9.2b: Pharmaceutical Dose Form TermID #2-6 —>
{originalText>G. k. 4. x. 9, 1{/original Text>
¢<— 6.k 4.1.9. 1! Pharmaceutical Dose Form (free text) #2-6 —>
</foruCode>
</kind0fProduct>

¢/instanceOfKind>
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displayName="parentRouteOfAdninistration”/>
14" codeSystenVersion="G, k.4.7.11.2a"> -

s
#2-6 —>

codsSystenVersion="6. k. 4. 1. 10. 2a">

r.9. 2"

-

displayName="parentRouteCfAdninistration”™/>
14" codeSystemVersion="G.k. 4. 1. 1%.2a™>

#2-1 >

codaSystenVersion="6. k. 4.1. 10. 2a™>

{/consumable>
{inboundRelationship typeCode="REFR">
{ohservation classCode="0BS" moodCode="EVN">
(code code="28" codeSyster="2.16.840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1 1"

{value zsittype="CBE” code="G.k. 4 r.11.2b" codeSystem="2. 16, 840. 1. 113883.3.989.2.1. 1.
¢l— 6.k 4.7 11 2a! Parent Route of Administration TermID Version Date / Mumber

<}— G,k 4.1.1L 2b? Parent Route of Administration TermID #2-6 -—>
<originalTexidG. k. 4. x. 1L 1{/originalText>
¢|— G.k.4.1.1L 1: Parent Route of Administration {free text) f#2-6 —>
{/value>
{/observation?
{/inboundRelationship>
{/substanceAdministration>
{/outboundRelaticonship2>
<outboundRelationship? typeCode="COMP™>
<l— G,k 4.1: Dosage and Relevant Information (repeat as necessary) #2-7 —
¢substancehdministration classCods="5BADY" wocdCode="EVN™> ’
<text>G. k. 4. r. 8</text?
{— G,k 4. 7.8: Dosage Text #2-7 —>
{effoctiveTime xsi:type="PIVL_T3™>
{period value="10" unit="6.k 4.r.3"/
<l— G.k.4.1.2: Number of Units in the Enterval #2-7 —>
(l— G k.4.1.3: Definition of the Time Interval Unit #2-7 —>
{/feffectiveTime>
¢routeCode code="G. k. 4.1, 10, 2b” codeSystem="2. 16. 840, 1. 113883, 3. 589, 2, 1. 1. 14"

{j— G.k 4 7 10.2a: Route of Administration TermID Version Date / Number #2-7 —>
¢l G.k 4, 1.10,2b Route of Administration TexmID #2-7 —>
CoriginalText>G. k. 4. r. 10. 1<{/originalText>
<|— G. k. 4.r.10.1: Route of Administration (free text) #2-7 —>
</routeCode®
<dosefQuantity value="10" unit="G. k. 4.r.Id"/>
{l— Gk 4.r.1a Dose {nunber) #2-7 -
{— 6.k 4.1. 1b: Dose (unit) #2-7 —
{consumable typeCode="CSH™>
{instance0fKind classCode="INST">
(productInstancelnstance classCode="IMAT" determinerCode="INSTANCE™>
QotNamberText?6, k. 4. 7, </ lotNumber Text)>
{— G,k 4.7.7: Batch / Lot Nawber #2-7 —>
" ¢/preductinstanceInstanced
CkindDfProduct classCode="MMAT" determinerCode="KIND*>
<fornCode coda="G.k, 4 1.9, 2b" codeSystew="TBI-DoseForn” codeSystamVerszanA Gk 4

{{— G.k 4.r.9 2a: Pharwaceutical Dose Form TermiD Version Date / Wumber #2-7

¢l-— 6.k 4.1.9.2b: Pharmaceutical Dose Form TernIB #2-7 —>

CoriginalText>C. k. 4. . 9, 1¢/originalText>
¢|— Gk 4.1,9. 1: Pharmaceutical Dose Form (free text) #2-7 —>
</formCode>
</kindGfProduct>
Y instanceGfKind}

</consunahled
{inboundRelationship typeCoda="REFR">
(observation classCode="0BS" ‘moodCode="EVN">
“¢code code="28" codeSyster="2. 16, 840, 1, 113883, 3, 989, 2, 1, 1. 13" codeSystemVersion="1. 1"

{value xsiitype="CE" cods="G.k 4.r.11.20" codeSystem="2.16.840. 1, 113883,3.989,.2. 1, L.
¢|=- Gk 4.1. 1L 2a: Parent Route of Administration TermID Versicn Date / Number

{l— G.k 4.1.11. 2b: Parent Route of Administration TermID #2-7 —>
<originaiText>G. k. 4. 1. 11, 1</original Text>
(|~ 6:k 4.r. 11. 1: Parent Reute of Administration (free text) #2-7 —>
{/valuer
</cbservation>
{/inboundRelationship?
{/substanceAdninistration>
</outboundRelationship2>
¢outbotindRelationship? typeCode="COMP"> :
¢|— G.k 4.x: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substancefdministration elassCode="SBADM” moodCode="EVN">
<toxtdG, k, 4. 1. 8¢/ /text>
¢]— G.k.4.r.8: Dosage Text #2-8 —>
{effectiveTime xsi:type="IVL_IS">
<low value="20090301"/>
¢l— G.k.4.7.4: Date and Tims of Start of Drug #2—3 —>
</effectivelines
(routeCode code="G, k. 4.1.10. 2b” codeSystem="2.16. 840. 1. 113883.3,989.2. 1. 1, 14"

{{— G.k.4.1.10. 2a: Route of Adninistration TermID Version Date / Number #2-8 —>
¢I— G.k 4.1, 10. 2 Route of Administration TexrmID #2-8 —>
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'1.9.2a"

displayName="parentRoute(fAdninistration”/>
14" codeSystenVersion="¢. k. 4. 1. 11. 2a">

#2-8 —>

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

1. 6. 2a"> .

—

]
displayNaue="parentRouta0fAdministration”/>

14" codeSystemVersion="6. k. 4. r. 11. 2a™>

{originalText?G. k. 4.1, 10. 1</originalText>
<l-- G.k 4.r.10.1* Route of Administration (free text) #2-8 —>
<{/xouteCode>
* {doseQuantity value="i0" unit="G.k. 41167/
<}— G. k. 4.1 la Dose {numher} #2-8 —>
<}— 6.k 4 r 1b: Dose (unit) #2-8 —>
{consunable typeCode="CSM">
{instanceQfKind classCode="INST">
<productInstancelnstance classCode="HUAT" detemznerCode~ THSTANCE™ >
{lotNumberText>G. k. 4. . 7</1otNumberText>
<!— G.k.4.r. 7! Batch / Lot Number #2-8 —>
{/productInstanceInstance>
kind9fProduct classCode="IAAT" determinerCode="KIND">
foruCode code="G. k. 4. r.9. 20" codeSystew="TBD-DoseForn” codeSystemVersion="4. k. 4,

¢{{— G.k. 4.1.9. 2a: Pharmaceutical Dose Fori TermId Version Date / Number #2-8

{}— G.k 4.1 9. 2b: Pharmaceutical Dose Form TermID #2-8 —>
(origiralText>G. k. 4. 1. 9. 1{/originalText>
¢t— G.k. 4. 1. 9.1 Pharmaceutical Dose Form (fres taxt) #2-8 ——>
</fornCoda>
{/kind0fProduct>
</instance0fKind>
{/consumable>
{inboundRelationship typeCode="REFR™>
{ohservation classCode="0BS" moodCode=" EVN >
{cade code="28" codaSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1, 1"

<yalue xsi:type="CE” code="6, k. 4.1, 11, 2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1.
<l— G,k 4.1 11, 2a: Parent Route of Administration TermID Version Date / Nuimber

<l— 6.k 4. 1. 1L 2b: Parent Route of Adwinistration TermID #2-8 —>
CoriginalText?G. k. 4. 1. 11. I<¢/original Text>
¢l-~ G.k. 4.1. 11. I} Parent Route of Administration (free text) #2-8 —>
<fvaluer
{/observatior>
¢/inboundRelationship>
¢/substanceAdministration>
</outboundRelationship2>
{putboundRelaticnship? typeCode="COMP™>
¢l— G.k.4.7: Dosage and Relevant Information (repeat as necessary) #2-9 —>
{substanceAdministration classCode="SBAIM" moodCode="HVN™>
{text?G. k. 4 1. 8<{/text> N
<{l— 6.k 4.r.8: Dosage Text #2-§ —>
<effoctiveTime xsi!type="IVL_T15">
<high value="2009010t"/>
{l— G, k.4, 1.5 Date and Time of Last Adwinistration #2-9 —>
</effectiveTime>
<routeCode code="G. k. 4. 1. 10. 2b" codeSystenr 2.16.840.1.113883.3.880.2, 1. L. 14

{l— G. k. 4.r.10. 2a: Roufe of Adniristration TermID Version Date / Nimber fi2-9 —>
{l— G.k. 4. 1. 10, 2b: Route of Administration TexmID #2-9 —>
<originalText>G. k. 4. r. 10, 1</original Text>
¢]-— G. k.4.1.10.1; Route of Administration (free text) #2-9 —>
{/routefods>
<doseQuantity value="10" unit="G.k. 4. . Ib"/>
<l— §.k 4.1.1a Dose (nmumber) #2-9 —>
{— G.k 4. r. 1b: Dose (unit) #2-9 —>
<consumable typeCode="CSH™>
CinstanceOfKind classCode="THSE >
{productinstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4 r. 7</lotNumberText?
{}- G.% 4.1.7: Batch / Lot Humber #2-9 —>
{/productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
¢foruCode code="G.k.4.7.9 2b" codsSyster="TBD-DaseForn” codeSystemVersion="G. k. 4.

(-~ G.% 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number §#2-9

{l— G.% 4.1.9.2b: Pharmaceutical Dose Porm TermID f2-9 —>

{originalTexi>G. k. 4. x. 8. 1{/originalText>
{l— G.k.4.1.9, 1! Pharmaceutical Dose Form (free text) #2-9 —>
</formCode> N
</kind0fProduct?
¢/instance0fKind>

{/consumable>
<inboundRelationship typeCode="REFR">
{observation classCoede="0BS" moodCode="EVN">
{code code="28" codeSystew="2. 16, 840. 1. 113883, 3. 989, 2. 1. 1. 19" eodeSystemVersion="1 1"
<value ¥si:type="CE" code="G.k 4. 7. 11.2b" codeSystew="2, 16. 840, 1. 113883, 3.989.2. 1. 1.
<I— G.k 4.1.11. 2a; Parent Route of Administration TermID Version Date / Numboer
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#2-9 >

codeSystenVersion="5. k. 4. r. 10. 22>

r.9.2a">

10 —>

displayName="parentRouteCfAdministration”/>
14" codeSystenVersion="G. k. 4. r. i1. 2a*>

#2-10 —>

displayName="cumulativeDoseToReaction®/>

displayName="gestationPericd”/>

<l G,k.4, 1. 11. 2b: Parent Route of Adwinistration TermID #2-9 —>
<originalText>G. k.4, r. L1 1{/originalText>
¢|— G.k.4.r. 1L 1: Parent Route of Administration (free text) #2-9 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationskip? typeCode="COMP™>
¢<|— G.k 4 1: Dosage and Relevant Information (repeat as necessary) #2-10 —>
¢substanceAdministration classCode="SBADM" moodCode="FVN">
{text>G. k. 4. r. B{/text>
(I G.k 4.r.8: Dosage Text H2-10 —>
<effectiveTime xsi:type="IVE_15">
{width value="4" unit="G.k.4.r. 6b"/>
<|== G.k.4.1.6a: Duration of Drug Administration (number) H2-10 —>
<!— G.k.4.1.6b: Daration of Drug Administration (unit) #2-10 —
{feffectiveTimed
<routeCode code="G.k. 4.r.10. Zb" codeSystew="2. 16, 840, 1. 113883, 3.989.2.1. 1. 14"

{— G.k 4.7 10, 2a: Route of Administration TerwlD Version Date / Number #2-10 —>
|- G.k.4.7.10. 2b: Route of Adwinistration TermID #2-10 —>
<originalText>G. k. 4 . 10, 1{/originalText>
{I— G.k4.1.10,1: Route of Administration (free text} #2-10 —>
{/routeCode>
{doseQuantity value="10" urit="6.k 4.1. 1"/
{l— .k 4.1.1a Dose (numbexr) #2-10 —>
¢l— G.k.4.r. tb: Dose {unit) #2-10 ——>
{constmabla typeCode="CSH™>»
{instanceDfKind olassCode="ENST*>
{productinstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</LlotNumberText>
{l— G.k 4.r.7: Batch / Lot Number §2-10 —>
</productInstancelnstance>
<kindGfProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G.k. 4.1, 9, 2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

¢l— G.k.4.r.5.2a: Pharmaceutical Dose Ferm TermID Yersion Date / Number #2-

{{— G.k. 4. 1.9 2b: Pharmaceutical Dose Form TernID #2-10 —>
{original Text»G. k. 4. 1. 9. 3{/original Text>
{i— G.k 4.r.9.1: Pharmaceutical Dose Form (free text} §2-10 —>
{/formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable>
¢inboundRelationship typeCode="REFR™> .
{observation classCode="0BS" moodCode="EVN">
{cods coda="28" codeSystem="2. 16,840, 1. 113883. 3,989, 2. 1. 1. 19" codeSystemVersion="1. 1"

<value xsiitype="CE” code="G.k.4.r.11.2b" codeSystew="2, 16, 840. 1. 113883. 3. 680. 2. 1. 1.
{— G.k 4. 1. 11. 2a: Parent Route of Administration TermID Version Date / Number

* <1— G.k.4.r. 11. 2b: Parent Route of Adminisiration TermID §2-10 —>
<originalText>G. k 4.1, 11, 1</ original Taxt>
<|— G.k & 1.11.1: Parent Route of Administration (free text) #2-10 —>
<fvalue>
</observation>
{/inboundRelationship>
¢/auhstencepdninistration>
</outhoundRelationship2>
{outboundRelationship2 typeCode="SUMN">
{observation classCode="0BS" moodCode="BVN">
(code code="14" codeSysten="2. 16. 840, 1. 112883, 3,989, 2, 1. 1. 18" cedeSystemVersion="1.1"

{value xsiitype="PQ" value="10" unit="G.k 5b"/>
{}— G.k 52 Cumulative Dose to First Reaction {mmber) fi2 —
<l— 6. % 5b: Cupalative Dose to First Reaction {unit) #2 —>
</observation>
</outboundRelationship2>
<eutboundRelationship2 typeCode="PERT">
<observation classCode="0BS" mocdCode="EVN">
¢eode code="16" codeSystem="2. 16. 840, 1. 113883, 3. 680, 2. 1. 1. 19" codeSystenVersion="1.1"

{value xsi:type="PQ" value="10¢" unit="G.k.6b"/>
{|— G.k Ga: Gestation Period at Time of Exposure (ntumber) #2 —>
¢l— G.k 6b: Gestation Period at Time of Exposure (unit) #2 —>
</observation?
¢/outboundRelationship2> .
CowtboundRelatienship? typeCode="PERT™> -
{ohservation classCode="0BS" moodCode="EVN™> .
<code code="31" codeSystem="2. 16, 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystenVersion="1.1"
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displayName="recurrance(fReaction”/>

codeSystemVarsion="2. 0"/>

dispiayName="recurrancedfRaaction”/>

codeSystemVersion="2. 0"/>

displayName="codedDruginfoxmation™/>

codeSystemVersion="2, 0"/>

displayName=’coded]E)rugInfort’uation”/ >

cheSystemVBrs ion="2.0"/>

displayName="additionalinformation”/>

displayNeme="indication”/>

Gk 7.r 22"

clispia?Name=’sotu'cekepcrter”/ >

displayName="indication”/>

"G k7.1, 28"

{value xsi:typef’CE' sode="6. k. B. i. 47 codeSysten="2, 16. 840. 1, 113883. 3. 989. 2. 1. 1. 167

{l— G.k.9.i.4° Did Reaction Recur on Re—admiristration? Drug #2, Reaction #1 —>
{outboundRelaticnshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="BVN™>
<id root="154eb889-958b-46f2-a02f-42d4d6F465TF" />
{/actReference>
{/outboundReiationshipl>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<obseryation classCede="0BS" moodCods="EVN">
{code code="31" codeSystem="2. 16. B40. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.17

{value xsi:type="CE” code="G. k. 8. i.4" codeSystem="2, 16, 840, 1, 113883.3,989. 2. 1. 1, 167

{1— 6.k.9.i.4: Did Reasction Recur on Re-adminisiration? Drug #2, Reaction #2 —>
<outboundRelaticnshipl typeCode="REFR™>
¢actReference classCode="0BS" moodCode="BVN">
<id root="2baa2Bd5-cOe8-4eGc-53e9-5b360L3142207/>
{/actReference>
</outboundRelationshipl>
{/obsexvation®

h=

"¢/outboundRelationship2®

<outhoundRelationship2 typeCode="REFR">
{obsetrvation classCoda="0BS" moodCode="EVN">
{code code="9" codeSysten="2, 16. 840, 1, 113883. 3, 885, 2. 1. 1. k9" codeSystenVersion="1, 1"

{valie xsi:type="CE” code="G.k. 10.x" codeSystem="%. 16. 840. 1. 113883, 3,980.2. 1. L. 17"

{l— 6.k 10.r: Additional Information on Drug (coded) (repeat as necessary) H2-1 —>
</observation . :
</outboundRelationship2>
<outboundRelationship? typeCode="REFR">
{observation slassCode="08S" moodCode="EVN™>
<code code="9" codeSysten="2. 16.840. 1. 113883. 3. 98¢. 2. 1. 1. 8" codeSystenVersion="1.1"

Svalue xsirtype="CE" code="6.k. 10.r" codoSystem="2.16, 840. 1. 113883, 3. 989.2. 1. 1. 17"

{]— 6.k 10.r: Additional Imformation on Drug {coded) (repeat as necessary) #2-2 —>
{/observation>
</outboundRelationshipZ>
<outboundRelationship? typeCode="REFR">
<observaticn classCode="0BS" moodCode="EVN">
{cods code="2" codeSystem="2. 16. 840, 1. 1138832.3. 980, 2. 1. £, }9” codeSystemVersion="1.1"

<value xsi:typs="ST")G. k. 11</value>
. <= 6.k 11: Additional Information on Drug (free texty #2 —>
{/obsexvation®
¢/outbotndRelationshiply
{inboundRelationship typeCode="RSON">
" <{cbservation classCode="0BS" mcodCode="EV¥N">
<code code="1%" codeSystem="2. 16, 840. 1. 113883. 3. 989. Z. 1, 1. 19" codeSystemVersion="1, 1”

Cvnlue xsi:type="CE” code="G.k, 7.r.2b" eodeSystem="2, 16, 840, 1, 113883, 6, 163" codaSysienVersion=

{i— 6.k 7.r.2a: MedDRA Version for Indication #2-1 —
{l— 6.k 7.r.2b: Indication (MedDRA code) #2-1 —>
<crig{1na1'l‘ext)6. k 7.1, 1{/originalText>
<}— G.k.7.1.1: Indication as Reported by the Primary Seurce #2-1 —>
</value>
{performer typeCode="PRR">
<assignedintity classCode="ASSIGNED">
<code sode="3" codeSysten="2, 16. 840, 1. 123883, 2, 989, 2, 1. 1 21" codaSystemVersion="1.0"

¢/assignedBntity>
. {/performer>
{/observation>
</inboundRelationship>
<inboundRelationship typeCode="RSON">
{observation classCode="08S" moodCode="EVN"> .
<code code="19" codeSystem="2. 16. 840, 1. 113883. 3, 989, 2. L. 1. 18" codeSystemVorsion="1, 1"

{value xsi:type="CE" ocode="G.k.7.1.2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=

¢l— 6.k 7.7.2a: MedDRA Version for Indication #2-2 —>
{l— G.k.7.1.2b: Indication (MedDRA code) #2-2 —>
{originalText>G. k. 7. r. 1¢/original Text>
{i— 6.k.7.r.1: Indication as Reported by the Primary Source #2-2 —>
{/value)
{performer typeCode="PRF">
* {assignedBEntity classCods="ASSIGNEL">
{code code="3" codeSystem="2.16. 540, 1. 113883.3.989.2. 1. L. 21" codeSystem‘iersmn— 1.0"
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displayNase="sourceReperter”/>

2

T/

SRR/

BASEAE">

codeSystemVersion="1. 17/>

WEPOEROAE />
B

JEHEEC />
HERR/

BRAFAE" />

codeSystenVersion="1.1"/>

{/assignedintity>
{/performnex>
{/observation>
¢/inboundRelationship®
<inboundRelationship typeCods="CAUS"™>
Cact classCode="ACT" moodCode="EV{">
<code code="G.k. 8" codeSystem="2. 16. 840, 1, 113883, 3, 989. 2, 1. 1. i5” codeSystemVersion="2.0"/>
<I— 6.k B: Action{s) Teken with Drug #2 --> '
</act>
</inboundRelationship?
{/substanceAdministration>
{/component>

</organizer?
{/subject8f2>
{subject0f2 typeCode="SB]">
{organizer classCode="CATEGARY” moodCode="EVN™>

Ceode code="1" codeSysten="2. 16. 840, 1. 115883, 3. 989. 5. 1. 3. 2. 1. 1" codeSystemVersion="1.0" displayName="THERR

{component typeCode="COMP™>
{obsarvation classCode="OBS” moodCode="EYN">
{code code="7" codsSysten="2. 16. 840, 1. 113883. 3.989. 5. 1. 3. 2. L. 10" codeSystemVersion="1,0" displayName="

<value xsi:type="INT" value="1"/>
<i— gaaTz. .. 1: JRIES i1 —
{/vbservation?
{/component>
<component typeCode="COMP"> 7 )
{observation classCode="0BS” mocdCode="EVN™>
<code code="8" codeSystem="2.16.840. 1. 113883, 3. 089. 5. . 3. 2. 1, 10" codeSystenVersion="1.0" displayName="

<value xsi:type="ED">J2. 13.r, 2{/value>
<l— 8earz. 13.v. 20 HSHE H -
{/observationy
{/component)
{component typeCode="COMP™>
{observation classCode="0B3" moodCode="EVN™>
{coda code="9" codeSysten="%. 16.840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="

¢value xsiitype="CE” code="J2.13,1.3” codeSysten="2. 16.840. 1. 113883.9.989.5,1.3.2. 1.77

l— egFz. 15.x. 3: BARAA 1
</observation>
</component’
{component typeCode="COMP™>
<abservaticn classCods="0BS" wmoodCode="EVN">
¢sode code="10" codeSystew="2. 16, 840, 1, 113883, 3. 980. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName=

<yalus xsiitype="BL” vaiue="true"/>
- 88812, 13. 1. 4 WRPOEFCHEE #1 —
</observaiion> .
{/component>

¢/organizer?
¢/subject0f2>
<sithject0f? typeCode="SB]">
{organizer classCode="CATEGORY” moodCode="EYN™>

Ccodé code="1" codeSysten="2. 16, 840, 1. 113883. 3. 585.5.1.3. 2. 1. 11* codeSystenVersion="1,0" displayName="{REROIE

{component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
{code “code="7" codeSysten="2. 16. §40. 1. 113883, 3, 988. 5, 1. 3. 2. 1. 10" codeSystemVarsion="1.0" displayNanme="

<value xsiitype="INT™ value="1"/>
<l-- @@aJ2. 13.r. 1 AMEE 2 —
</observation>
</component’
{component iypeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
<pode code="8" codeSysten="2. 16.840.1. 113883, 3,989, 5. 1. 3. 2. 1, 10”7 cndeSystemVersiun?”l. 0% displayName="

{value xsiitype="ED">J2.13.r. 2<{/value>
<1— @6RJ2. 13.1. 2: XS i —
{/observation>
{/component>
{component typeCode="COMP">
+ <observation classCode="0BS” moodCode="EVN"> .
Coode code="9" codeSystem="2.16.840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="

Cvalue xsi:type="CE™ code="]2.13.7.3" codeSystem="2, 16.840. 1. 113883.3.989.5. £. 3. 2. L. 77

<|— €6672.13.r. 3: BARSHR 2 —
{/abservatieny
{/componenrt>
{component typeCode="COHP">



{observation classCode="0BS" moodCode="REVN">
<code code="10" codeSystem="2: 16, 840, 1. 113883, 3,989, 5. 1. 3. 2. 1. 10° codeSystenVersion="1. 0" displayMams=
"RENOEROFE /S
{value xsi:type="BL" value="false”/>
{I— §80J2. 13. 1. & WEFOEAOEE 2 —
{/observation>
</component>
{forganizer;
{/subjectOI2>
{/primaryRole>
</subjectl>
{component typeCode="COMP">
{causalityhssessment classCode="0BS” moodCode="EYN">
<eode code="20" codeSysten="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
interventionCharacterization”/> ) ’
<value xsi:iype="CE” code="G. k. 1" codeSystem="2.16.840. 1. 113883. 3. 889. 2. 1. 1. 13" codeSystemVersjon="2. 0*/>
¢l— G.k.1: Characterisation of Drug Role Prug #l —>
{subject? typeCode="SUBI">
{productlseRéference classCode="] SBADH moodCode="EVN"> .
{id root="3c81b4d5-e039-4aTa-9c30-67671b0et04"/>
</productUsaReference’
</subject2>
<{/causalityhssessment?
</conponent?
{coponent typeCode="COMP">
{causalityhssessmont olassCode="0BS” mnmiCodw EVN™>
{code code="20" codeSystem="2, 16. 840, 1, 113883, 3,989, 2, 1. 1. 18" codeSystemVersioﬁ=’1. 17 displayName="
interventionCharacterization”/> B ' . .
: <value xsi:type="CE” code="G.k. 1" codeSystew="2. 16.840. 1. 119883, 3.989. 2. 1. 1. 13" codeSystemVersion="2. 0"/>
¢t~ 6.k 1: Characterisation of Drug Role Drug #2 —>
<subjoct? typeCode="SUBJ">
<productlseReference ciassCode="SBADM" moodCode="EVN">
<id root="68d6f5ce~3b3b—45c7-92dd-69206730c329"/>
{/productUseReference
</subject2>
¢/causalityAssessment>
{/component>
{cemponent typeCode=" C{)L{F >
<causalityAssessment classCoda="0BS" moodCode="EVE"™>
code cods="39" codeSyster="2. 6. B4C. 1. 113883, 3. 98%. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="causality”/>
<value xsi:type="SI">G.k. 9. 1. 2. 1. 3¢/value>
¢l 6.k 9.1.2.r.3: Result of Assessiment Drug #1, Reaction #1, Assessment #1 —>

<methodCode>

<originalTexi?G. k. 9. i. 2. 1. 2{/eriginal Text>

—G.k8i2.r2: Hethod of Assessment Drug ﬁl Reaction #1, Assessment #i —>
{/mathodCode>

Caitthor typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>

{coded )
{originalText>G. k. 6. 1, 2. r. 1{/originalText>
) . — 6.k 9.i.2.7. 1! Source of Assessment Drug #1, Remction #1, Assessment #1 —>
b T </codey
</assignedEntity>
¢/author>

{subject] typsCode="SURJ">
{adverseEffectReforence classCode="0BS” moodCode="EVN">
<id root= 154eb889-9581:—45f2—a02f*42d4d6f4657f'/>
(/adverseEffectReferencs)
{/subjectl>
<{gubject? typsCode="SUBT™>
<productUseReference classCode="SBADM" woodCode="EVN">
{id roct="3c91b4d5~e039-4aTa-Bc30-6767Ih0afIes”/>
{/productUseReference>
{/subject2>
</causal ityAssessment>
</component>
{component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="EVN"> .
{code code="38%" codeSysten="2. 16.840. 1. 113883. 3. 989. 2, 1. 1. 19” codeSystemVersion="1.1" displayName="causzlity"/>
<value xsiitype="5T"26.k 9.1 2,1, 3</valua)>-
{i—G.k 9. 1. 2.r. 3: Result of Assessment Drug #1, Reaction 82, Assessment #I —
<wmethodCode?
{originalText . k. 9. i. 2. 1. 2{/originalText>
46,k 9.1.2. x. 2° Hethod of Assessuent Drug #1, Reaction #2, Assessment #1 —)
{/methodCode’
<author typsCode="AUT">
<assignedEntity classCode= ASSIGNED')

{code?
CoriginalText>G. k.9, i, 2, r. 1{/original Text>
U4~ G.k.8.i.2.r.1: Source of Assessment Drug #1, Resction #2, Assessment $1 —>
</code> s
<{/assighedBntity> |
{/author> h

<subjectl typeCede="SUBT">
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¢adverseliffectRaference classCode="0BS” moodCode="EVK™>
{id 1‘001:=”2ba328dE—cQ38~496c—?3e9-5h860b314220'/)
{/adverseEffectReference’
- {/subjectl>
<subject? typeCode="SUB]"> ‘
<productlseReference classCode="SBADM" noodCode="F¥N">
<id root="3c91b4d5-6039-4a7a-9c30-67671b0af9ed” />
¢/proguctliseReference) '
{/subject?>
{/causalityAssessnentd
</component>
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode= PRV
{code code="39" codeSysten="2. 16.840. 1. 113882, 3.989, 2. 1. 1. 19" codeSystsmVersmn—- 1.17 displayName="causality”/>
<value xsiitype="ST77G. k.9.1. 2.1, 3{/value>
{|—G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment §1 —>
<methedCode>
CoriginaiText?G. k. 9, i. 2, r. 2¢/originalText>
1-6.k.9.1.2.r. 2: Method of Assessment Drug #2, Reaction #2, Assessment §1 -->
¢/methodCode>
<author typeCode="AUT™>
(assignedButity classCode="ASSIGNED">
Ccoded
CoriginalText>G. k 8. i. 2. r. 1{/originalText>
¢l-- 6. % 9.1.2.r.1! Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
{/code> ’
- <{/assignedBniity>
</author>
<subjectl typeCode="SUBI">
<adversefffectReference classCode="0BS" moodCode="EVYN™>
{id roct="Zbaa28d6-cOe8-4e6c-03e0-5b8601I142207 />
</adverseEffectReference>
</subjectl>
<{aubject? typeCode="SUB]">
¢productlUseReference classCode="SBADM” moodCode="EVN">
{id root="6846f5ce~3bIb-45c7-92dd 690673003297 />
{/productlUseReferenca>
{/subjeci2>
{/causalityAssessment>
</component>
Leomponent typaCode="COMP™>
{causalityAssessment classCode="0BS” moodCode="EVN™>
¢code code="39" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="causality”/>
<value xsiitype="ST"G.k 9, i, 2. 1. 3/ values

. ' <|—6G.k.8.4.2,1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —
<methodCode>
{originalText>G. k. 9. i. 2. 1. 2{/original Text>
<I—G.%.9.1. 2.7, 2: Method of Assessment Drug ¥2, Reaction #2, Assessuent #2 —>
{/methodCode>

<author typeCode="AUT"> -
<assignedBntity classCode="ASSIGNED">
{code}
{originalText>G. k. 9. 3, 2, r, 1{/original Text>
d— G k9.i.2.1n1: Source of Assessment Drug #2, Reaction 2, Assessment #2 —>
</cade>
{fassighedEntity>
</author> ~ ¢
{subjectl typeCode="SUBI">
{adverseBffectReference classCode="0BS” moodCods="EVN">
id rnot=”2baaZBd6"0998-4eﬁc-9339—5b860b314220’/ >
¢/adversefffectRefarence’
{/subjecti>
<subject? typeCode="SURT">
<productUseReference classCode="SBADK" maodCode="EVN">
<id root="68d6f5ce~3h3b-45c7-92dd-69e06730c3al” />
</productlseReference’
</subject2>
{/causaliiyAssessment?
{/component>
<componentf typeCode="COMP">
{ohservationfivent cliassCode="0BS" mocdCode="EVN">
{code code="10" codeSystem="%.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVerslonﬁ 1.1° displayName="comment /)
<value xsiitype="ED7OH. 2{/value>
<[— M. 2: Reporter’ s Comments —>
<author typeCode="AUT">
CagsigmedBntity classCode="ASSIGNED">
{eode code="3" codeSysten="2. 16. 840, L. 113885, 3. 989, 2.1, 1. 21" codeSystemVersion="1.0" displayName="

sourceReporter”/> :
</assignedfntity>
</authory '
</observaticnEvent?
<{/componentl>
(component] typeCode="COMP™>
{cobservationBvent classCode="0BS” moodCode="EVN">
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{code code="15" codeSystem="2, 16, 840. 1. 113883. 3. 980, 2. 1. 1. 18" codeSystemVersion="1.1" displayNane="diagnosis"/>
(valtie xsiitype="CE” code="H.3.T, 1b" codeSystem="2.185. 840, 1. 113883. 6. 163" codeSystemVersion="IL 3.r. Ia"/>
$— H.8.r.la: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Bvent #1 —>
¢}— H.3.1. 1b: Sender’ s Diagnosis / Syndrome and / or Reclassification of Reaction / Dvent (MedDRA code) #1 —>
© Cauthor typeCode="AUT">
KassignedBntity classCode="ASSIGNED"> )
{code code="1" codeSystem="2. 16, 840, 1, 113883, 3.989. 2. £, 1. 21" codeSystenVersion="1.0" dlsplayName- sender”/>
{/assignedBntity>
</author>
</observationEvent)
{/component1>
{componentl typeCode="COMP™>
{observationBvent ¢lassCode="0BS" moodCode="EVN">
<code code="15" codeSystem="2. 16, 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNape="diagnosis"/>
<yslue xsi:type="CE" code="H.3.r.1b" codeSystem="2. 16. 84C. 1. 113883. 6. 163" codeSystenVersion="H. 3.1, 1a"/>
¢|— H.3.r.1a: MedDRA Version for Sender’s Diagnosis / Syndreme and / or Reclassification of Reaction / Event #2 -
<}— K. 8.x.1b: Sender's Diagnosis / Syndrows and / or Reclassification of Reaction’/ Event (MedDRA code) #2 —>
<author typeCode="AUT">

<{pmsignedfniity classCode="ASSIGNED"™> 8
Ccode code="1" codeSystern="2. 16. 840. 1. 113883, 3. 980, 2. 1. 1, 21 codeSygtemVersion="1 0" displayName="sender”/>
</assignedEntity>
</author>
{/observationBvent>
</component1>

{componentl typeCode="COMP">
{observationEvent classCode="0BS" moodCode="BYN">
<code code="10" codeSysten="2. 16, 840, 1. 113883, 3. 989, 2. |, 1. 19" codeSystemVersion="1, 1" displayName="comment”/>
{value xsi:type="ED"H, 4</value>
<I— H.4: Sender’ s Comments —>
Canthor typeCode="ADT™>
<assignedfntity elassCode="ASSIGNED" >
{oode code="1" codeSysten="2. 16. B40, 1. 113883, 3. 989, 2. L. 1. 217 codeSystemVersion="1.0" displayName="sendexr”/>
</assignedButity>
</author>
{/observationEvent>
{/component1>
<component]l typeCode="COMP™>
{observationEvent classCode="0RS” moodCode="EVN™> .
<eode code="3" codeSysten="2.16.840. 1. 113883, 3. 989.5. 1. 3.2. 1. 10" codeSystemVersion="1.0" displayName="RFE T LT3 =
AV
- <yalue xsiztype="BD"2J2.7. 2¢/value> . :
- 98812720 RETIHTB AW R —> ‘ '
</observationEvent>
{/component1>
Ccomponentl typeCode="COMP™>
<cbservationBvent classCode="0BS" moodCode="EVN"> -
<cods code="4" codeSysten="2. 16. 840, 1. 113883. 3,989, 5, . 3, 2. 1. 10" codeSystenVersion="1. 0" displayliams="RiE oM R RE
s X
<value xsiltype="ED">J2. 9</value>
<i-- e6eJ2.9: BIMEOBERE —
{/obsexrvaticnBvent?>
</componentl>
<compenentl typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EVN"> .
{code code="6" codeSystem="2. 16.840. 1. 113883. 3.988. 5. . 3.2. 1. 10" codeSystenVersion="1. 0" displayName="5#O3"/>
<value xsi:type="ED">J2. 10¢/value>
<I— gearz. 10: SHOwE —
{/observaticnEvent>
</component1>
<gomponant] typeCode="COMP™>
{ohservationEvent classCode="0BS” moodCode="EVN">
<coda code="8" codeSysten="2. 16, 840. 1. 113883. 3. 985. 6. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="% O {hBHEEHE
W y
<value xsiitype="ED">J2, 11</value> : ' :
<I— @gaz. 11 2 ofiBEEEE —
{/observationBvent?
</component>
{componentl typeCode="COMF">
{chservationBvent classCode="0BS" moodCode="EVN">
<cods code="12" codeSysten="g. 16. 840, L. 113883, 3, 989.5, 1. 3. 2. 1. 19" codeSystenVersion="1.0" displayName="3l5PIEDER"

1

>
<value xsiitype="ED">J2. 16¢/value>
<|— egaJa. 16: MENECER —>
</observaticnEvent)
{/componentl>
{eomponentl typeCode="COMP™>
{chsarvationEvent classCode="CBS” moodCode="EVN™> .
<code cede="13" codeSystem="2. I6. 840. 1. 113883. 3. 880, 5. 1, 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="{§%1"/>
<value xsi:type="ED">J2.19¢/value> .
<|— geaye. 19 FEL — .
</observationEvent? :
{/conmponentl>
Scomponent? $ypeCode="COMP™>
<observationEvent classCode="0BS" moodCode="EVN">

...4?._



<oode code="14" codeSysten="2. I6. 840, 1. 113883, 3. 988. 5. 1. 2. 2. 1. 10" codeSystemVersion="1.0" displayName="{F#2"/>
Cvalue xsiitype="ED">J2.20</value>
<|— 6@gJ2. 20 EE2 —
</observationBventy
</component1>
" {componentl typeCoda="CONP">
{observationfivent classCode="0BS” moodCode="EVN™>
{code code="15" codeSystew="2. 16, 840, %. 113883, 3, 989, 5. 1, 3. 2. L. 10" codeSystenVersion="1. 0" displayNane="{E%3"/>
Cyalue xsi:type="ED">J2.21</value>
<|-- agagz. 21 {H=E3 >
</observationfvent>
</component1>
{conponent] typeCode="COMP™>
{observationfivent classCode="0BS" woodCode="EVN™>
<code code="16" codeSysten="2, 16. 840. 1. 113883. 3. 089, 5. £. 3. 2. 1. 10" codeSystemVersion="1. 0" dlsplayName—'{%%*i I
{value xsiitype="ED">J2, 22{/valued
<I— gearz, 22: HEL —
{/observaticnEvent>
¢/componenil>
{/adverseEventAzsessuent>
</component?
Ccomponent typeCode="COMP™>
{obsarvationBvent classCodau OBS™ mocdCode="EYN">
{code code="1" codeSys’tem— 2.16.840. 1, 113883. 3,989, 2, 1, 1. 18" codeSystemVersmn— 1. 17 displayName="
additionalDocumentshvailable”/>
{value xsitype="BL” value="true"/>
¢i— (. 1.6.1: Are Additional Documents Available? —>
{/ohservationfvent>
</component?
{component typeCode="COMP™>
{cbservationfivent ¢lassCode="0BS” moodCode="E¥N">
<oode code="23" codeSystem="2. 16. 840. 1. 113883, 3. 880, 2. 1. 1. 19" codeSystemVersion="1.1* displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
¢l-— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
¢/component>
{componsnt typeCode="COMP™>
{observationBvent classCode="0BS" moodCode="EVN™>
¢oode code="36" codeSystem="2. 16. B40. 1. 113883. 3. 989, 2. L. 1. 19" cadeSystenVersion="1.1" displayName="surmaryAndConment”/>
<valus xsi:type="ED” ianguage="H.5.r. 19" K b.r. la</value>
{l— I 5.r. la: Case Sumnary and Reporter’s Comments Text #1 —>
¢l— H.5.7r. 1b! Case Summary and Reporter’ s Comments Language #1 —>
<anthor typeCode="AHT™>
<assignedBatity elassCode="ASSIGNED™>
¢code code="2" codeSysten="2, 16, 840. 1. 113883, 3, 989, 2. 1. 1. 21" codeSystemVersion="1 0" displayName="reporter”/>
{/assignedErtity>
{/author> .
{/observationEvent> . - .
¢/component> : .
<component typeCode="COMP™>
(ohservationBvent classCoda="0BS” moodCode="EVN">
¢code code="36" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1. 1 displayName=" summaryAndComent vy
{value xsiitype="ED” language="H5.r. 1b">H. b, 1. 1a{/value>
{i{-- H. 5.1t la! Case Sumary and Reporter’s Comments Text #2 —>
¢!-— 1 5. r.1b: Case Summary and Reporter’s Comments Language #2 —>
Zauthor typeCode="AUT">
{assignedBntity classCode="ASSIGNED">
{code code="2" codeSystem="2.16. 840. 1. 113883, 3. 989, 2. 1. 1, 21" codeSystemVersiaF"l. 07 displayName="rsportex”/>
{/assignedEntity? ’
{/author>
{/observationBvent>
</component?
<outboundRelationship typeCode="SPRT">
(relatedInvestigation classCode="INVSTG" moodCode="EVN"™>
{code code="1" codeSystem="2. 16. 840. 1. 113883, 3, 980, 2. £, 1. 22" codeSystemVersion="1.0% displayName="initialReport”/>
{subjectDf2 typeCode="SUBJ">
(eontrolAciBvent classCode="CACT” moodCode="RVN">
Cauthor typeCode="AUT™>
{assignedBntity classCode="ASSIGNED">
Coode code="C. 1.8.2° codeSysten="2. 16. 840, 1. 113883, 3,989, 2. 1. 1. 37 cndeSYstemVersmn— 3,07/
{I-- C.1.8.2: First Sender of This Case —>
</assignedEntity>
</author’
{/controlictBvent>
</ sub jectOf2>
{/relatedInvestigaticn>
</outhoundRalationshipd
<outboundRelationship typeCode="SPRT™>
{relatedInvestigation classCode="INVSTG” moodCode="B¥N">
<code nullFlaver="NA"/>
<subject0f2 typeCode="SUBJ">
{controlActBvent classCode="CACT” moodCode="EVN">
<id extension="C. L. 10.r7 Toot="2 16, 840. 1. 113883.3.98%.2.1.3.2"/>
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<— C.1,10.7: Identification Mumber of the Report Which Is Linked to This Report (repeat as necessary) Hl —>
</controlictBvent> - .
{/subject0f2>
{/relatedInvestigation?
</outbaundRelationship>
<outboundRelationship typeCode="5SPRT">
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nuliFlavor="HA"/> . !
<subject0f2 typeCode="SUBJ"> ) '
<controlhctlvent classCode="CACT” moodCode="EVN">
<id extension="C. 1. 10.r* root="2. 16.840. 1. 113883. 3. 9892, 1. 5.2/
<l— C. 1. 10. 7 Identification Number of the Report Which Is Linked to this Report (repeat as necessary) H#2 —>.
. {/controlActEvent> . ’
{/rubjectDF2> : - "-.
{/relatedInvestigation>
</outboundRelationship>
{outboundRelationship typeCode="SPRT™>
{pricrityNumber value="17/>
(}— C.2.r.6: Primary Source for Regulatory Purposes #1 —>
{reiatedInvestigation classCode="INVSTG” moodCode="EVN*>
{eode code="2" codeSysten="2. 16, 840, 1. 113883, 3,989, 2.1, 1.22" codeSystemVersionm 1.07 displayNawe="sourceReport™/> .
{subject(f? typsCoda="SUB]">
<contrelActBvent classCode="CACT” moodCode="EVN™>
<author typeCede="AUT™>
{assignedEntity classCode="ASSIGNED">
{adds>
{streetAddressLine>C. 2. 1. 2. 3¢/stréetAddressLine>
{}— C.2.1.2 3: Reporter’ s Street #l —>
Leity»C, 2. x. 2. A</ eity?
{— €.2.1.2.4: Reporter’s City #1 —>
<staterC. 2.1, 2. 5</stated
{|]— €.2.r. 2 67 Reporter's State or Province #§l —>
<postalCederC, 2. 1, 2. 6¢/postalCadel
<l— C.2,7.2 B: Reporter's Postcede #l —>

<faddr>

<telecom value="tel:C.2.v.2.77/>

{!— €.2.1.2.7: Reporter’s Telephone #1 —3>

{assignedPerson clessCode="PSN” déterminerCode="INSTANCE™>
{name>

<prefizdC. 2. 1. 1, 1¢/prefix>
{I— C.2.x.1.1: Reporter’s Title #1 —>
<given>C. 2.r. 1. 2¢/given>
{]— C.2.xr.1.2° Reporter's Given Name f1 —>
{given>C. 2. 1. 1. 3</given>
<{I— G.2.7.1. 3" Reporter’s Middle Nama #1 -
™ <Family>C. 2. r. 1. 4</Tanily>
{l— C.2.7. 1. 4: Reporter’s Family Nams #1 —>
{/name>
<asQualifiedBEntity classCode="QUAL™>
<code code="C. 2.1.4" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2.1, 1. 8" codeSystenVersion="2. 0'_'/)
{l— C.2.r.4: Qualification 1 —
</asQualifiadBntity>
{aslocatedEntity classCode="LOCE™>
{lecation classCode="COUNTRY" determinerCode="INSTANCE™>
{code cods="C.Z2.t.3" codeSystem="1.0.3166. 1. 2.2°/>
{!— €. 2.1x.3: Regperter’' s Country Coda #—>.
</location>
¢/aslocatedEntity>
{/assignedPerson>
{representedOrganization classCode="CRG” determinerCode=" INSTANCE >
<name>C. 2. r. 2. #<{/name>
¢i— C.2.r.2.2: Reporter’ s Departuent # —>
CassignedEntity classCode="ASSIGNER">
{representedOrganization classCode="0RG" determinerCode="INSTANCE™>
Crane>l. 2. r. 2. 1</nana>
{l— C.2.r.2. 1! Reperter’s Organisation #1 —>
{/representedOrganization>
fassignedEntity>
{/represented0rganization>
</assignedBntity>
</author>
{/controlActEvent>
</sub jectOf2>
{/relatedInvestigation>
</outboundRelationship>
{outboundRelationship typaCode="SPRI™>
<relatedInvestigation classCode="INVSTG" moodCode="EYN™>
<code code="2" codeSystem="2, 16.840. 1. 113883, 3. 989. 2. 1. 1 23" codaSystemVarslon— 1. 0" displayName="sourceReport”/>
{subjectOf2 typeCode="SUBI">
{controlActEvent classCode="CACT" moodCcde-— EVN >
<author typeCods="AUT">
{assignedBetity classCode=TASSIGNED™>
<addr>
{streethddressLinedC. 2. r. 2. 3¢/streetAddressLine)
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{l— C.2.1.2.3: Rsporter’s Street #2 —>
{eityC. 2. 1, 2, 4</eity>
<l— €, 2.r.2.4: Reporter's City #2 —>
{state>C. 2. r. 2. 5{/stated
<|— C.2,r.2.6: Reporter’ s State or Province #2 —>
<postalCode>C, 2, 1. 2, 6</postaiCode’
{l— C.2.7.2 6 Reporter’ s Postcode 2 —>
</addr> '
{telecom value="tel:C.2.1.2.7"/> -
<l— €.2.1.2.7: Reporter's Telephone 2 —>
<assignedPerson classCode="PSH” determinerCode="INSTANCE™>
{name> :
{prefix>C. 2. 1. L 1{/prefix>
¢}— G.2.r.1.1: Reporter's Title #2 —>
<given>C. 2. 7. 1. 2{/given

{1~ £,2.7.1.2¢ Reporter's Given Neme #2 —>
<given>C. 2. r. L. 3¢/given>
— C.2.r. 1.3 Reporter s Middle Name #2 —>

Fanily>C. 2.1, 1. 4</fanilyd
{}— C.2.1.1.4! Reporter’s Family Nawme #2 —>
</nama> )
{asQualifiedEntity classCode="QUALT>
Coode code="C. 2.1.4" codeSystem="7. 16, 840. 1. 113883, 3. 989, 2, L. 1. 6" codeSystemVersion="2.07/>
{}— C.2.1.4: Qualification #2 —>
</asQualifiedBntity>
<asLocatedintity classCode="LOCE™>
<location classCode="COUNTRY” detarminerCode="INSTANCE™>
{code code="C. 2.1, 3", codeSysterr="1,0.3165. 1.2.2"/>
¢}— C. 2.7 3: Reporter' s Country Code 2 —>
<flocation>
{/aslocatedEntity>
{/agsignedPerson>
<representeddrganization classCode="0RG” determinerCode="INSTANCE">
<name>C. 2 . 2. 2</name>
¢§—- C.2,1r. 2. 2: Reporter's Depariment #2 —>
{agsignedEntity classCode="ASSIGNEL">
{represeiteddrganization classCode="0RG" determinarCode="INSTANCE">,
<name>C. 2. r. 2. 1{/name>
¢l— C.2.r,2. 1! Reporter’s Orgenisation #2 —>
{/representedirganization> ’
{/assighedEntity>
{/representeddrganization>
{/assignedBntity>
{/author>
</controlhctEvent?
</subiectOfi>
</ralatedInvestigation>
{/outboundRelationship>
{sthjectOf] typeCode="SUBJ">
Leontrolactivent classCode="CACT” mocdCode="EVN">
Cauthor typeCode="AUT">
{assignedEntity classCode="ASSTGNED"> -
<code code="C.3,1" eodeSysten="% 16. 840. 1, 113883, 3, 989, 2. 1. 1. 7" codeSystenVersion="2.0"/>
¢1— €.3.1: Sender Type —>
Cadds?
ZetrestAddresslinert, 3. 4. 1{/streetaddrossLine’
{|-— 0, 3.4.1: Sender’s Street. Address —
{citydC. 3. 4 2¢/cityd
{l— C.3,4.2: Sender's City —>
<state>C. 3. 4. 3{/state>
{I— €.3.4.3: Sender’s State or Province —>
<{postalCoders, 3. 4. 4¢/postalCoded
¢<l— €. 3,44 Sender’ s Postcode —7
<faddr>
{telecom value="tel:C.3.4. 57/
¢l— (. 3.4 6: Sender’ s Telephone —>
(telecom valus="fax:C.3.4.7°/>
¢l— C.3,4.7: Sender’s Fax —>
¢telecom valus="mailto:C.3.4.87/> -
{I— (. 3,4.8: Sender's Fmail Address —>
ZassignedPerson classCode="PSN” determinerCode="INSTANCE">
{pamey .
{prefix>C. 3, 8, 2{/prefix>
¢]— €.3.3.2: Sender' s Title —>
CgivendC, 3, 3. 3</given>
¢}~ C.3.3.3: Sender’ s Given Neme —>
Cgiven>C. 3. 3. 4</given>
<|— €.3.3.4: Sendexr’s Middle Name —>
{Eamily»C. 3.3, b</Tamily>
{l— ¢.3.3.5: Sender’ s Family Name —>
{/name>
<asLocatedEntity classCode="LOCE">
(location classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C.3. 45" codeSysten="1.0. 3166. 1.2.2"/>
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¢(l— C.3.4,5: Sender’ s Country Code —>
{/location>
¢/asLocatedEntity>
{/assignedPerson?
<rapresentedOrganization classCode="0RG" determinerCode="INSTANCE™>
<name>C. 3, 3. I{/name>
{}— C.3.3.1: Sender’ s Department —>
{assignadintity classCode="ASSIGNED™>
{represshtedOrganization classCode="0RG” determinerCode="INSTANCE™>
<{name>C. 3. 2{/nawe>
<l €. 3.2! Sender's Organisation —>
{/representedOrganization>
</assignedEntity>
</representedirganizationy
</assignedEntity>
{/author>
{primaryInformationRecipient typeCede="PRCP”>
<assignedBntity classCode="ASSIGNED™>
<agsipnedPerson classCode=" PSN determinerCode="INSTANCE" )
<name>
<prefix> ]2, 18, 2<{/prefix>
<i— 8eeJ2.18.2: ZEH FEX —
{Family>J2. 18, 3¢/ Faniiy>
<i— 88812.18.3: 2EHF #—
{givenrJ2. 18, 4{/given>
< epaJe. I8 & BiEA A& —
. ¢/nams>
¢/assignedPerson>
{representedOrganization classCode="ORG” determinerCode="INSTANCE™>
<name>J2. 18. i{/hane>
<I-- ega2. 18. 1t BEEH MERE —
{/representeddrganization>
{/assignedintity>
{/primaryInformationRecipient’
{/eontrolActBvent>
{/subjectOf1>
¢stbject0f] typeCode="SUB]">
{controlActBvent classCade="CACT* moodCode=" BVR">
<id agsigningAuthorityNeme="C. 1. 9. L r.1” extension="C.1,9. l.r.2" root="2.16.840. 1. 113883, 3.985.2. 1.3. 3"/
<|l-- €. 1.9.1.r.1: Source{s} of the Case Identifjer (repea't as necessary) $E —>
<|— C.1.9.1.r.2 Case Identifier(s) #1 ~> .
- {/controlActEvent>.
</subjact0f1>
{subjectCfl typaCode="SUB]">
{contralActEvent classCode="CACT” moodCode="EVi">
{id assigningAuwthorityName="C. 1.9, 1.1, 1" extension="C. 1.9.1.r.2" root="2. 16,840, 1, 113883, 3, 985, 2. 1.3.3"/>
<I— €. 19, L1 Source(s) of the Case Identifier (repeat as necessary) #2 —>
¢— €. 1.9.1.r. 2 Case Identifier(s) #2 —>
<¢/controlActBvent>
{/subjectOf1>
{subjectCf2 typeCode="SUB]">
{invastigationCharacteristic classCode="0B3" woodCode="EVH™>
<code code="1" cedeSyster="2, 16, 840, 1. 113883, 3, 989, 2, 1. 1. 23" codaSystemVersmn- 1.0” displeyiame="ichReportType”/>
<valde xsi:type="CE" code="C.1.3" codeSysten="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 2" codeSystemVersion="2.0"/>
{l— C. 1.8 Type of Report —>
{/investigationCharacteristic>
¢{/subject0f2>
<sub ject0f2 typeCode="SUE]">
<investigationCharacteristic classCode="0RS" mondCcde— EYN" >
<code code="2" codeSysten="2. 16.840. 1. 113883. 3. 989 2.1, 1. 23" codeSystemVersion="1.0" displayName="otherCaselds"/>
{value xsi!type="BL” value="true”/>
¢|— C.1,9.1 Other Case Tdentifiers in Previous Transmissions —>
</investigationCharacteristic>
{/subjectOf2>
{subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCods="EVN">

{code code="3" codeSystew="2, 16. B40. I, 113883, 3.989, 2, 1. [, 23" codeSystemVarsion="1. 0" displayName="nullificationAmendnentCode”/

Cvalue xsiitype="CE” code="C. 1. 11.1" codeSysten="2. 16. 840, 1. 113883, 3. 889, 2. 1. 1. 5" codeSystemVersion="2.0%/>
¢l €.1.11. 1: Report Nullificatior / Amendment —>
</investigationCharacteristiz>
</subjectGf2>
{subject0f2 typeCode=" SUBJ >
{investigationCharacteristic classCode=" DBS meodCode="EVN">
<code code="4" codeSystep="2. 16. 840, 1, 113883, 3. 989, 2, 1. L. 23" codeSystenVersion="1, 0" displayName="
nulhflcatlon.&mendmeht]lsasorl "/
<value xsi:type="CE™>
<originalText>C. 1. 11. 2{/originalText>
{l— €.1.11.2: Roason for Muliification / Amendment —>
</value>
¢/investigationCharacteristicy
&/sub3ect0f2>
<subjectOf2 typeCode="SUBF">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
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k7>

<code code="1" codeSystew="2. 16. B4G. 1. 113883. 2. 989.5. 1. 3. 2. 1. 127

codeSystemVersion="1. 0" displayName="383& S (H&HH) "

¢value xsi:type="CE” code="J2.1a” codeSystem="7. 16, 845, 1. 113883, 3.989.5.1. 3. 2. 1. 17 codeSystenVersion="1 1"/>

<l— eseJz 1a: MBEES (SRR —
{/investigationCharacteristicd ~ .
</sub ject0f2>
{subjectDf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="2" codeSystem="2.16,840.1,113883.3.988.5.1.3.2. 1, 12"
<yalus xsi:type="TS" value="20130107"/>
<l 8eglz. 2.1 HHERER —
{/investigationCharacteristic>
¢/subject0f2>
{subjectOf2 typeCode="SUB]™>
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="3" codeSysten="2. 16, 840, 1. 113883, 3. 989, 5, 1.3, 2, 1, 12°

{value xsi:type="ED">J2. 2. 2¢/value>
<l— gdeme 2.2: BEREAICBATS=A ] —
¢/investigationCharacteristic?
</sub ject0fs>
<subjectGf? typeCode="SUBJ" >
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="4" codeSysten~"%. 16, 840, 1, 113883. 3.989. 6. 1. 8. 2. L. 12"
{value xsiitype="CE” code="JZ.3" codeSystem="2. 16.840. 1. 113883, 3

1— 86872.3: EMRRET 74 —
{/investigationCharacteristic>
</subject0f2>
{subject0f2 typeCode="SUBJ™>

(investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="5" codeSysten="2.16.840.1, 113883, 3. 980.5. 1.3, 2. 1. 12"

codeSystenVersion="1,0" displayName="fRESRE A",

codeSystenVersion="1. 0" displayName="$ BB Al +5=2 4

codaSystenVersion="1, 0" displayNeme="RIBFilis 7 7 ¥ />
,988,6.1.3.2.1. 27 codeSystenVersion="1.1"/>

codeSystenVersion="1. 0" displayName="SR&E%E57F 77/

<value xsitype="CE” code="J2.8.1" codeSysten~"Z. I8, 840. 1. 113883, 3, 989, 5, 1. 3. 2. 1. 6" codeSystemVersion="1,1°/>

{|— 8gajJe. 8. 1: MEXRENIFS —
{/investigationCharacteristic>
/aubjectOf2>
{subject0f2 typeCode="SUBJ">

(investigationCharacteristic classCode="0BS” mocdCode="EVN">

<code code="6" codeSystem="2, 16. 840, 1. 113883. 3. 989, 5, 1. 3. 2. 1. 12” codeSystenVersion="1,0" displayName="#5%}1 2/t HA"/>

<value xsi:type="ED">J2.8.2¢{/value>
<1— 889]2.8.2: WENHSOEE —>
{/investipgationCharacteristic>
{/subject0fZ>
{/investigationEvent>
{/subject>
{/eentrolictProcess?
</PORE_INO490151V>
¢|— Wossage #1 —>
<{{-- Message f2 —>
<!— PORR_IN0490160¥ —> )
<|— /PORR_IND49016YV ——>
<l— Message #2 —>
{receiver typeCode="RCV"
(device classCode="DEV” determinerCode="INSTANCE™>
¢id extensien="N-1.4" roct="2, 16,840, 1, 113883, 3,989, 2, £, 3. 14"/>
¢l~= N.1.4: Batch Receiver Identifier —>
¢Sdevice>
{/receivery
<gender typelode="SND">
{device classCode="DEV” determinerCode="INSTANCE™>
{id extension="H 1.3" root="2.16.840, 1. 113883, 3.989.2. 1. 3. 137/>
¢!-- N. L. 3: Bztch Sender Identifier —>
{/device>
¢/sender>

</MCCE_INZ00100UVOL>
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XMLBIA ¥ R4 A (EIARSh - ILHERAD)
(Pl version="1. 0" encodirg="UTF-8"7>

<UCCI_INZ001000V01 ITSVersion="XHL_1.0” xsi:schemalocation="urn: hl’i'—org v3 MCCI_IN200100UVOL, xsd” xmlns="wrn:hl7-orgiv3” sulnsixsi="] htty://www. w3. org/
2001/¥HMLSchema-instance”> .
<id extension="N. 1. 2" root="2.16, 840. 1. 113883. 3. 989. 2. 1. 3. 22" />
<|— N. 1. 2% Batch Number —> .
{ereationTime value="201012141516177/>
{|— N. 1.5: Date of Batch Trapsumission —>
. <responseModeCode code="D"/>
{interactionld extension="MCCI_IN200100UV01” root="2. 16.840. 1. 113883, 1, 5 "/
¢name code="N. 1. 1" codeSysten="2. 16. 840. 1. 113883, 3.989.2. 1. 1. 1” codeSystenVersion="2. 0"/
{l— N.1.1: Type of Massages in Batch —
{l— Mossage #1 —>°
<PORR_INO49C16UV>
<id extension="N, 2.t.1” root="2.16.840. 1. 113883. 3. 989. 2. 1. 3. 1"/>
¢l-— N.2.r.1: Message Identifier —>
{creationTime value="20101214161617"/>
¢l— N.2.r.4: Date of Message Creation —
{interactionId extension="PORR_INO49016U¥" root="2.16.849. 1. 113883. 1. 8"/>
{processingCode code="P"/>
<processinghodeCode code="T"/>
{acceptAckCode code="AL"/>
{receiver typsCode="RGV™>
(device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N. 2.1, 3" reot="2. 16. 840.1. 113B83. 3. 580. 2. 1. 3. 12" />
¢l N. 2.r.3: Wessage Receiver Identifier —>
{/device’
{/receiver>
{sender typeCode="SND">
{device classCode="DEV" determinerCode="INSTANCE">
" ¢id extension="N.Z r. 2" root="2, 16.840.1, 113883. 3.889.2.1. 3. 11"/
¢l-— M. 2.r.2: Hessage Sender Identifier —>
{fdavicey
{/sender>
{controlActProcess classCode="CACT” moodCode="EVN™>
{oode code="PORR_TRO49016UV” codeSystew="2. 16. 840. 1. 113883, 1 1875
{l— HL7 Trigger Event ID —>
<effectiveling value="20101214151617"/>
<|— €.1.2: Date of Creation —>
{subject typeCode="SUBJ]">
{investigationBvent classCode="INVSTG" moodCode="EVN">
<id extansion="0.1.1" root="2. 16. 840. 1. 113883. 3.989.2.1.3. 1"/>
{|~~ C.1.1: Sender’s {case) Safety Repcrt Unique Identifier ,—>
¢id extension="C. 1. 8 17 root="2.16.840, 1, 113883, 3,989.2.1.3.2"/>
{l— C.1.B.1: Worldwide Unique Case Identifieation Number ——
<id extension="J2. 1b" root="2. 16.840. 1. 113883. 3.988. 5. 1. 3. 2. 3.17/>
<i— eesJz. ib: WBES &FS) —
¢code code="PAT_ADV_EVNI” codeSystem="Z.16. 840, 1. 113883.5.4"/>
{text2H, 1</ text>
¢l— H. 1: 'Case Narrative Including Clinical Course, Therapsutic Heasures, Qutceome and Additional Relevant Information —>
<statusCode code="active”/>
I— egara. 7.1 T, RRTES —
CeffectiveTime>
low value="20090101"/>
<l-— C.1.4: Date Report Was First Received from Scurce —>
</effectiveling
¢availabilityTime value="20000101"/>
¢{l— C.1.6: Date of Most Recent Informatior for This Report —>
{roference typaCode="REFR™>
<document classCode="DOC” mocdCode="EVN"> .
{coda code="1" codeSystem="2. 16. 840. 1. 113883. 3. 980. 2. 1. 1. 27" codeSystenVersion="1 0" displayNane="documentsHeldBySender”/>
<{title>C. 1.6, 1 1. 1</title> )
¢l— C.I.6. L. r. 1: Documents Hald by Sonder {vepeat as necessary} fl —>
<taxt mediaType="application/pdf” representation="B64">C. 1.6, 1.x. 2{/text>
<[~ C.1.6.1.r. 2! Included Documents #1 —3
</doctument>
</reference>
(raference typaCode="REER™>’
’ <document classCode="DOC” mocdCode="EVN"> .
{eode code="1" codeSysten="2, 16. B40. 1. 113883, 3. 985. 2. L. L. 27" codeSystenVorsion="1. 0" displayNsme="documentisHeldBySender”s>
<titledC. 1.6, 1. 1. 1</title> .
<l— C.1.6,L.r.1: Documents Held by Sender (repeat as necessary) #2 —>

{text mediaType="image/jpeg” representation="B64" cempression="DE">C.1.6.1.r. 2<{/text>
<{I— C.1.6.l.r.2: Included Documents #2 —>
¢/document>
{/referance>

{reference typeCode="REFR™>
{document classCode="DCC” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1 113883, 3. 989, 2. 1. 1. 87" codeSystemVersion="1. ¢* dlsplayﬂame— litoeratursReference”/>
<{titlerJ2. 17, ré/title?
<d— 08872, 17. 1 B/ HROSE §1—
{text mediaType="application/pdf” representation="B64">{. 4.r. 2</text>
{}— C.4.1.2: Includad Documents §1 —> .
<bibliographicPesigrationTexti>C. 4. r. 1{/biblisgraphicDesignationText>
i d—Carl: Literature Reference (s) #1—>



{participation typeCode="AUT">
<assipnedBntity classCode="ASSIGNED"> .
{reopresentedOrganization classCode="0RG” determinerCode="INSTANCE™>
{asLocatedBntity classCode="LOCE">
<locaticn classCode="COUNTRY” determinerCode="INSTANCE">
{code code="J2.15. " codeSystem="1.0, 3168, 1. 2.27/>
<l @88J2. 15. r AFKE #1 —>
{/location>
{/asLocatedEntity>
{/representeddrganizationd
{/assignedEntity>
{/participatior>
<{/document>
{/reference>
{reference typeCode="REFR™>
<document classCodo="DOC” moodCode="EVN" )
<eode code="2" codeSysten="2. 16. B4C. 1. 113883, 3,989, 2. 1. 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<titled)2.17. ré/titled
<|— @68y, 17.r R/ BfRosE #2 —
<toxt mediaType="application/pdf” representation="B64">C. 4. r, 2{/textd
{l— £, 4,12 Included Documents #2 —>
{bibliographicDesignationText>C. 4. 1. 1(/bib1mgraph1cDeslgnatlonText)'
<i-- (.4, 1. 1: Literature Reference(s) #2 —>
{participation typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{representedOrganization classCode="0RG™ determinerCodo="TNSTANCE">
~ <asLocatedEntity classCode="LOCE">
¢locatien classCode="COUNTRY” determinerCode=" INSTANCE >
{code code="J2.15.x" codeSystem="1.0.3166. 1.2, 2"/>
<l— @e8Je. 16. r AXRE §2 —>
{/location>
¢/aslocatedEntity>
{/representedOrganization?
</assignedBntity>
{/participation>
{/document?
{/reference”
{component typeCode="COMP">
{adverseBventAssessment classCode="INVSTG" moodCode="EVH™>
(subjectl typeCode="SB]™>
{primaryRele classCode="INVSBI”>
¢playerl clessCode="PSN" determinexrCode="TNSTANCE">
<{name>D. 1<{/nama>"
¢<l— D.E: Patient (name or initials} —>
<adrinisirativeGenderCode code="D.§" codeSystem="1.0.5218"/>
— .5 Bex —>
{role classCode="PRS™>
Loode code="PRN” codeSystem="2. 16. 840. 1. 113883, 5. 1E1"/>
¢assoclatedPerson classCode="PSN' determinerCode="INSTANCE™>
{/associntedPerson’
<suhjectOf2 typeCode="SB]">
{organizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystew="2. 18, 840, 1, 113883.3.980.2, 1. 1 207 codeSystemVersmr 1. 0" displayblame="
drugHistory”/>
{/organizer>
</subject0f2>
</role’
{/playeri>
<subjectOf! typeCode="5B]">
(researchStudy classCode="CINTRL™ mecdCode="EVN">
<id extension="C. 5. 3" rooct="2.16.840.1, 113882, 3.985.2.1.3.5"/>
<!— €.65.3: Sponsor Study Number —>
¢eode code="C.5.4" codeSystem="2. 16, 840. L. 113883, 3.980. 2. 1. L. 8" codeSystenVersion="2, 0"/>
¢|— C.5.4: Study Type Where Reacticn(s) / Bvent{s) Were Observed —>
<titleXC, B 2</title>
¢|—C. 5 2! Study Neme —>
Cauthorization typeCode="AUTH™>
{studyRegistration classCode="ACT" moodCode="EVN">
{id extension="C.5.1.r.1" root="2. 16. 840. 1. 113883, 2,989, 2. 1.3.6"/>
<f-- €.5.1.r.1: Study Registration Number #1 —>
{author typeCode="AUT">
{territorialAuthority olassCode="TERR"™>
{governingPlace classCode="COINTRY” determinexCode="INSTANCE™>
<cods code="C.b.1.1.2" codeSysten="1.0.3166.1.2.2°/>
- {— €.5.1.1. 2! Study Registration Country #il —>
{/governingPlace>
{/territorialduthority>
</author>
«/studyRegistration?
¢/authorization> )
{authorizaticn typeCode="AUTH">
(studyRegistration classCode="ACT" moodCode="EVN™>
¢id extension="C.5. 1.1.1” root="2,16.840. 1. 113883, 3,989, 2. 1.3.6"/>
¢l— C.5.1.r.1 Study Registration Number #i2 —>
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{author typeCode="AUT™>
{territorialAuthority classCode="TERR">
<governingPlace classCode="COUNTRY" determinerCode=" INSTANCE >
<code code="C, b.1.7.2" codeSystem="1, 0, 3166.1,2.2"/
{l— C.5.1.x. 2! Study Registration Ceuntry 2 —>
</governingPlace>
{/territorialAuthority)
{/author>
¢/studyRegistration>
{/authorization>
{/researchStudy? Lo
</subject0f1>
<subjectDf2 typeCode="SBJ">
" {observation classCode="0BS” moodCode="EVN™>
{oode code="3" codeSystew="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="age”/>
<value xsiztype="PR" value="10" unit="D.32.2b"/> .
{I—- D.2.2a: Age at Time of Onset of Reaction / Event (number) —>
¢i-- B, 2,2b! Age at Time of Onset of Reaction / Bvent (unit) —
¢/absexvation>
{/subjectOf2y o ) ¢
<subjectDE2 typeCode=" SBJ‘”) ‘
{ohservation classCode="0BS" moodCode="EVN™}
{code code="16" uodeSysism— 2.16. B40. 1. 113883, 3.980. 2. 1. 1. 19" cadeSystsmVersmn- .17 d1splayNams—

gestationPeriod” /> .
{valte xsi!type="PQ” value="10" unit="b-2.2.1b"/>
"¢t— D.2.2 la: Gestation Peried When Reaction / Bvent Was Observed in the Foetus {number) —>
{I— D.2.2. 1b: Gestation Pericd When Reaction / Event Was Observed in the Foetus {(unit) —>
{/observation>
{/subject0f2>
<sub jectOf2 typelode="SBI"™>
{chservation classCode="0BS" moodCode="EVN"> .
{code code="4" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="ageGroup”/>
{value xsiitype="CE” code="D. 2. 3" codeSystew="2, 16.840, 1. 113883. 3,989, 2, 1. L. 9* codeSystemVersion="2, 4"/>
¢l— D.2:3: Patient Age Group (as per reporter) —> ’
{/abservation>
{/subject0fZ>
{sub ject0f2 typeCode="SEJ">
<{chservation classCode="0BS" moodCode="EVN">
Ccods code="7" codeSysten="%. 16. 840, 1, 113683, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="bodyWeight"/
> . X . '
. <value xsi:type="PQ" valus="48, 2" unit="kg"/> (
<l-- D.3: Body Weight (Kg) —>
{/observation>
</snhject0Ez> n

<sub ject0f2 typeCode="SBI™>»
{observation classCode="0BS" moodCode="BYN"> -
{ecode code="17" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion=" 1 1* displayName="height"/>
<value xsi:type="PQ" value="152" unit="cn”/>
{l-- D.4: Height (em) —>
{fobservation>
{/subjoct0f2>
¢subject0f2 typeCode="SBJ">
<observation classCode="0BS" meodCode="EVN"> )

. {code code="17" codeSystem="2, 16, B40, 1, 113883, 5,989, 5, 1, 3. 2. 1. 10" displayName="lastMenstrualiPeriodDate” />
<value xsi:type="CE" code="J2.28" codeSystemVersion="1.0" codeSystem="2, 16, 840. 1, 113883, 3.989.5.1.3.2. 1. 16" />
<|— ggayz. 28: ERORE — '

<{/observation>
¢/subjectdf2> .
<subjact0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="E¥N")
<vode vode="1" codeSystew="2. 16.840. 1. 113883. 3,980, 2. 1. L. 80" codeSystenVersion="1. 0" displayName="
relevantMadicallistoryAndConcurrantCenditions”/> . :
{eomponhent typeCode="COMP">
N <observation classCode="0BS” moodCode="EVN">
{code code="D. 7. L.1.1b" codeSysten="2. 16. 840, 1. 113883, 6, 163" codeSystenVersion="D.7.1.1. la"/>
<I— 10,7, 1,1, 1a: MedDRA Version for Medieal History 1 —>
&= D.7.1.x.1b: Medical History (disease / surgical procedure / etc.) (MedDRA cede) #1 —>

{inboundRelationship typeCode="REER">
{observation ciassCode="0BS" mocdCode="EVN">
. code code="13" codeSystem="2, 16. 840. 1, 113882 2. 689, 2, 1. 1. 19" codeSystenVersion="1.1"
displayName="continuing”/>
<{value zsi:type="BL" value="true”/>
¢I— D.7.1.r.3: Continving #1 —
{/ohservation>
¢/inboundRelationship>
{/observation®
</componenty
{compenent typeCode="COMP™> |
<observation classCode="0BS” moodCode="EYN">
{code code="D. 7. L.1. 16" codeSystew="2. 16. 840. 1. 113883, 6. 153~ codeSystem\’efsien='D. 7.1r.1a"/
£l~= D. 7.1 1. la: MedDRA Yersion for Medical History #2 —>
{|— D.7.Lr. 1b: Medical history (disease / surgical procedura / ete,) (MedDRA cods) #2 —_
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<inboundRelationship typsCode="REFR™>
{obsetrvation classCode="CBS” moodCode="EYN">
<code code="13" codeSystem="2. 16, 840. 1. 113883, 3. 989, 2. 1. L. 18" codeSystemVersion=" 1 1
displayName="continuing” />
{value xsirtype="BL" value="true’/>
{I— 7. 1.7 3: Continuing #2 —>
{/ohservation>
' </inboundRelationship>
{/ohservation>
</component>
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
(oode code="18" codeSystem="2, 16, 840, 1. 113883, 3, 988, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
historvAndConcurrentConditionText”/> )
{value xsi:type="ED” >D 7. 2¢/value?
¢l— D.7.2: Text for Relevant Medical History and Concurreni Conditiens (net mclu:lmg reaction /

event} —>
{/observation>
</component>
{/organizer>? .
¢/subjectif2>
{subject0f2 typeCode="SB)">
<organizer classCode="CATEGORY” moodCode="EVN">
{coda cods="2" codeSystem="2. 16, 840, }. 113883.3.988. 2. 1. 1. 20" codeSystemVersion="1. 0" displayName=" drugHwtory
>

<component typeCoda="COMP™>
¢substanceAdministration classCode="SBADM" moodCode="EVN">
{constmabie typeCode="CSH™>
{instance0fKind classCode="INST">
{kindOfProduct classCode="3MAT” determinerﬂode— KIND™>
<name>l), 8. 7. 1</ hane>
" (I~ D.8.r.1: Naume of Drug as Reported il —>
</kind0fProduct> .
¢/instanceCfKind> ’ -
{/consunable?
(outhoundRelationship® typeCode="CAUS™>
{observation classCode="0BS” moodCode="EVN">
¢eode code"29" codeSystem="2. 16. 840, 1, 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1,1"

displayName="reaction”/>
Cvalte xsittype="CE” code="D.8.r. Tb” codeSysten="2. 16.840, 1, 113883.6, 163" codeSystenVersion="

D.8.x.7a"/>
<~ D.8.1.7a: HedDRA Version for Reaction #1 —>
<}— D, 8.7.7b: Reaction (MedDRA code} #1 —>
{/observaticn?
{/outboundRelationshipz>
{/substanceAdninistrationd
¢/component> .
{component typeCode="COMP">-
{substancoAdministraticn classCode="| SBADM neodCede="RYN">
{consupable typeCode="CSH">
{instanceOfKind classCode="INST™>
CkindOfProduct classCode="MMAT” determinerCode="KIND"> B
<name>l, 8. 1. L{/nane>
<l— D.8.1.1: Name of Drug as Reported #2 —>
</kind0OfProduct>
</instance0fKind>
¢/consumable>
CoutboundRelationshipZ typaCode="CALUS™>
(observation classCode="0BS” moodCode="EVN">
¢oode code="20" codeSysten="2. 16. 840, 1. 113883, 3, 989, 2. 1, 1,19” codeSystemVersion="1,1"

displayNeme="reaction”/>
Cvalue xsiitype="CE" code="D.8.r.7h” codeSystem="2.16.840. 1, 113883. 6. 163" codeSystenVersion="

D.8. 1. 7a"/>
<l— D.8.1.7a: MedDRA Version for Reaction #2 —>
¢!— D, 8 1.7b: Reaction (HedDRA code} §2 ——>
{fobservation?
</outboundRelationship2’
{/subsianceAdministration?
¢/component>
{forganizer®
“ </subfect0Of2>
{subjectDf2 typeCode="SBI">
{observation olassCode="0BS" moodCode="BEVN">
¢id root="154ch880-958h-45f2-a02f-42d4d6E465TE/>
¢code code="29" codeSystem="2. 16, 840, 1, 113883, 3. 989. 2.1, L. 19 codeSystenVersion="1, 17 displayName="reaction /)

{effectivelime xsi:type="1IVL_T5">
(low value="20090101"/>
¢1— E.i,4: Dats of Start of Reaction / Event #1 —>
<high vaiue="20000102%/>
¢l— E.i.5: Date of End of Reaction / Event #1 —>
<{/effectiveTime>
¢value xsiitype="CE” code="E. i.2. Ib” codeSystem="2.16.840. 1. 113883, 6, 1637 codeSystenVersion="E. i. 2. 1a">
(}— E.i.2. 1a! ¥edDRA Version fer Reaction / Event #l —>
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<I— E.i. 2 1b: Reaction / Event (MedDRA cods) #1 —>
<originalText>E. L. L. la{/originalText>
<l— E.i.1, la: Reaction / Event as Reported by the Primary Source in Native Language #l —>
</value>
{otstbotndRelationship? typeCodo="PRRT™>
<observation classCode="0BS” moodCode="BYN"> -
<code code="27" codeSystem="2, 16. 840. 1. 113883. 3. 589. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
outcome” /> -
<{yalus xsiitype="CE" code="E.i.7" rodeSystem="2. 15,840, 1. 113883, 3,989, 2. 1. 1. 11" codeSystenVersion="2.
0"/
<l— B.i.7: Outcome of Reaction / Event at the Time of Last Observation #1 —>
{/observation> . .
" </outboundRelaticnship2>
<owthoundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
{code code="11" codeSystem="2. 16. 840. 1. 113883, 3. §85. 5. L. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=
"S- BERT/ .
: <value xsiitype="CE" code="J2.26.1" codeSystemVersion="1.0" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 2.
2.L14° /> -
<|— 838)2. 26. i EEHE ©91 —
{/observation>
</outhoundReiationship2>
</observation?
<{/subjectOfa>
{subjectOf2 typaCode="SB]"}
<observation classCode="0BS" moodCode="EVN">
<id root="2baa28d6-cled-4a6c—03:9-5bBE0LI14220" />
<code eode="29" codeSyston="2, 16 840, 1. 113883, 3,989, 2. L. 1. 197 codeSystem\’ersion-« 1.17 displayName="reaction”/>

<effectivelime xsi:type="IVL_TS™>
{low value="200901C1"/>
{I-- B.i.4: Date of Start of Reactioh / BEvent #2 —>

</effactiveTime>
<value xsiiype="CBT code="E.i.2.1h" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E, i, 2, fa">
{!— B.i, 2 1a: MedDRA Version for Reaction / Event #2 —> ’
{}—- E.i. 2. 1b: Reaction / Bvent (MedDRA code) #2 —>
{origiraiText?E, i. L. la/originalText>
<J— B.i l1lar Raactlon / Bvent as Reported by the Primary Source in Native Language #2 —>
{/valued
{outhoundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN"™> '
{code code="27" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19” codeSystenVersion="1, 1" displayName="
otteome”/> . .
{value xsiitype="CE” code="E.i. 7" codeSystew="2. 16.840. 1. 113882, 3, 980. 2. 1. L. 11" codeSystenVersion="2,
05
{I— B.i.7: Cutcome of Reaction / Event at the Time of Last Observation #2 —>
{/ohservation>
{/outboundRelationship2>
{outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="11" codeSystew="2, 6, 840, 1. 113883, 3. 989, 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName=
"iRED - BRE/
<value xsi:type="CE” code="JZ.26.1"” codeSystenVersion="L 0" codeSystem="2.16. 840. 1. 113883.3.989.5. . 3,
2.L147 5 ’
<i— @gaya. 26. i WEMYS #2 —
{/observation>
</outboundRelationship2>
{/observation>
</subjact0Of2>
¢subject0f2 typeCode="SBJ"> oy
<obgervation classCode="OBS" moodCode="EVN">
{id root="328626chb~-0f1b-4ea8-Ba0f-c0F£34430adf"/>
{code code="29" codeSystem="2, 16, B40, 1, 113883, 3,989, 2. 1. 1, 19" codeSystenVersion="1.1" displayMome="reaction”/>

{effectiveline xsi:iype="IVL_TI5™>
<high value="20101201"/>
¢l~- B.1.5: Date of End of Reaction / Bvent #3 —>
{/effectiveTlime> )
<value xsi:type="CE" code="E.i.2. lb" codeSystem="2, 16, 840. 1. 113883, 6. 163" codeSystemVersion="E.i.2. 1a">
{!— E.i. 2 la: WedDRA Version for Reaction / Bvent #§3 —>
¢l— E.i.2.fb: Reaction / Event {MedDRA code} #3 ——>
{originaiTextdE. i, . lal/originalText>
{l— BE.i.1.la: Reaction / Bvent as Reported by the Primary Source in Native Language #3 —>
</value>
<outhoundRelationshin? typeCode="PERT
<observation classCode="0B5" moodCode="TVN" )

{code code="27" codeSystem="2.16.840. 1, 113883. 3. 989. 2. 1, 1. 19" codeSystemVersion="1, 1" displayNeme="
outcoms” /> ’ .
{valus xsittype="CE” code="E. 1. 7" codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. 1. 11" codeSystenVersion="2.
o/ .

{4— B.4.7: Outcome of Beaction / Event at the Time of Last Observation #3 —>

</abservation>
</outboundRelationship2)
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¢/observation?
{/subject0f2>
<subject0f2 typeCode="SBI">
(ohservation classCods="0BS" moodCode="EVN">
© <id root="2c99840f-08b4-490:-80ff-ddS415F4£8ab" />
eode code="29" codeSystem="2. 16, 840. 1. 113683, 3,989, 2. 1. 1. 18" codeSystenVersion="1.1" displayName="Teaction”/>

{effectiveTime xsi:type="SKPR_TS™>
{ooup xsi:type="TVL_F5™>
Clow value="200801017/>
¢l— H.i.4: Date of Start of Reaction / Bvent #4 —
- <high value="201012017/>
<}— E.i.5: Date of Bnd of Reaction / Bvent #4 —>
{/conp>
Ceomp xsi:type="IVL_TS" operator="A">
{/comp?>
. {/effectiveTimey
{value x5i:type="CE” code="E.i.2.1b" codeSysten=" 2 16. 840, 1, 113883. 6. 163" codeSystemVersion="E. i, 2, 1a">
¢J— B,i.2 1a: MedbRA Version for Reaction / Event #4 —>
(|- E.1.2.1b: Reaction / Bvent (MedDRA code} #4 —
{oripinalText>E. i. 1, lad/originalTexi>
¢1— E.i.1.1a: Reaction / Bvent as Reported by the Primary Source in Natlve Language f#4 —>
{/value>
CoutboundRelationship2 typeCode="PERT">
{observatien classCode="0B8" moodlode="EVN">
¢code code="27" codeSysten="2. 16, 840. 1. 113883. 3. 589, 2. L. 1. 19" codeSystenVersion="1,1" displayName="

outcome” /> .
¢value xsittype="CR” code="E.1 7" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. L. 11" codeSystemVersion="2.
[
¢|— E.i.7: Outcome of Reaction / Event at the Time of Last Observation §4 —>
{/observatich>
(/outboundRelationship2>
¢/observation?
{/subject0f2>
{subject0fZ typeCode="SE]">
{observation classCode="08S" moodCode="EVN">
<id root="H71084c-cf10-4a3b-83c1-34f9ddbTeabd” />
Ceode code="20" codeSystem="2. 16, 849, 1. 113883, 2,989, 2, 1. 1, 19" codeSystenVersion="1. 1" displayName="reaction”/>
{effectiveTime xsi:type="IVL T8">
{low value="20090101"/>
{|— E.4.4: Date of Start of Reaction / Event #6 ——>
¢/effactiveTime?
(value xsiitype="CE” code="E.:1.2.1b" codeSysten="2.16.840. 1, 113883, 6. 163 codeSystenVersicn="E. i. 2, 1a”>
¢i=— E.i,2. la: MedDRA Version for Reaction / Event #5 —>
{l=- E.1.2. % Reaction / Event (MedDRA code) #6 —>
<originalText>E. i. 1. la¢/originalText>
¢l-- £.1.1, 1a: Reaction / Bvent as Reported by the Primary Source in Native Langusge #5 —>
<{/valuey
(cutbcundRelatlonshmZ 1ypeCods="PRRT">
{cheervation classCode="0BS" moodCode="EVN">
<eode code="27" codeSystem="2. 15. 840, 1. 113883, 3. 988. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
outcome”/>
$value xsi:type="CE" code="E.i.7” codeSystom="2. 16. 840. 1. 113883.3. 98%. 2. 1. L. 11" codeSysten¥ersion="2.
o
¢|— E.i 7 Outcone of Reaction / Event at the Time of Last Observation #5 —>
¢/observation?
{/outboundRelationship2>
{/chservation?
</subject0f2>
<subject0f? typeCode=" SBJ >
{observation classCode="0BS" moodCode="EVN">
<id rooi="1£92729310b6~4334-0d43-e9256405h1827/>
Ceode code="29" codeSysten="2. 16, 840, 1. 113883. 3,980, 2. 1. 1. 19" codeSystewVersion="t. 1* displayName="reaction”/>
{effectiveTlime xsi:type="IVL 18"
<high value="20090181"/>
¢l— B, i.4: Date of Start of Reaction / Fvent # —>
{/affectiveTime>
¢value xsiitype="CE" code="E. 1. % 1b" codeSystem="2.16. 840, L. 113883, 6. 163" codeSystemVersion="E.1.2.1a">
¢}— E.i.2.1a: MedDRA Version for Reaction / Bvent H6 —>
¢(1— E.i.2. 1b: Reaction / Bvent (MedDRA code} #6 -—>
CoriginalText>E. i. L. lad/originalText?
¢l— H.i.1.la: Reaction / Event as Reported by the Primary Scurce in Native Langusge 6 —>
¢/value>
<outhoundRelationship? typeCode="PERT">
{obsarvation classCode="0BS" moodCode="EVN"> . .
Ceode code="27" codeSystew="0. 16, 840, 1, 113883. 3. 89, 2. 1. 1. 19" codeSystenVersion="%,1" displayName="
outcoms” />
<value xsi:iype="CE" code="E, i.7” codsSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 11" codeSystenVersion="2,
o7/

¢|— B.i.7: Outcome of Reaction / Bvent at the Time of Last Observation §6 —>
{/observatior>
{/outboundRelationship2>



{/observation>
</, sub ject0£Z>
{subjectOf2 typeCode="SB]">
{ebservation classCode="0BS" moodCode="EVN">
<id Yoot="e0342060--38be-423f~h6bb—-cel4be279dBe” />
<{code code="29" codeSysten="2. I8, 840 1. 113883, 3, 9809, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="reaction®/>

<value xsiitype="CE” code="E. 12 1b”" codeSystem="2.16, 840, 1, 113883, 6, 163" codeSystemVersion="E. i.2.1a">
¢~ E.i.2 ta: WedDRA Version for Reaction / Bvent #7 —>
<l— E.i.2. th: Reaction / Event (MedDRA code) #7 —>
{originslText>E. i. 1. la{/originalText>
{I— E.i. 1. Ia: Reaction / Event as Reported by the Primary Source in Native Language #7 —>
</value>
" <outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16, 840, 1, 113883, 3, 989, 2, L, 1, 19" codeSystenVersion="1. 1" displayNams="
outcoma”/> . .
<valug xsiitype="0CE” codo="E, i.7” codeSystom="2, 16. 840, 1. 113883, 3,989, 2, 1. 1. 117 codeSystemVersion="2,
0"/
¢I—B. £, 7: Qutcome of Reaction / Evant at the Time of Last Observation #7 —>
</observation>
</outboundRelationship2>
<fobservation>
{/subject0f2>
"(suhjectO£2 typelode="SBI™>
<observation ¢lassCode="0BS" moodCode="EVN™>
© <id root="aEbbe092-8070-426d-af04-6863263443e07/>
{code code~"20" codeSysten="7. 16, 840. 1. 113883, 3. 989. 2. . 1. §9” codeSystemVersion="1. 1" displayName="reaction®/>

{effectiveTime xsiitype="SXPR_T5">
{comp xsi:type="IVL_I5">
(low value="2000010i"/>
€l— E.i.4: Date of Start of Reaction / Event #8 —>,
{/comp?
{comp xsitype="IVL_T5” operator="A">
<high value="20£01201"/>
<l— E.i,B: Date of End of Reaction / Event #8 —>
</comp>
{/effectiveTima>
<value xsi:type="CE” code="E. i.2, 1b" codeSysten="2. 16, 840, 1. 113883, 6, 1637 codeSystemVersion="F.i.2.1a">
<l~~ E. 1.2 la: MedDRA Version for Reaction / Event #8 —
<{|— E.3.2.1b! Reaction / Event (MedDRA code) 8 ——>
{originalTexidR 1. 1 lad/originallext)
{1—— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language fi8 —>
</fvalued
{outboundRelationship? typeCode="FERT">
{chservation classCode="0BS" moodCode="EYN"> ) .
(code code="27" codeSystem="2, 16, 840, 1. 113882, 2,988, 2, 1. 1. 19” codeSystenVersion="1.1" displayilame="
outcons”/>
{value xeittype="CE” code="E.i.7" codeSystem="%. 16. 840. 1. 113883, 2.289. 2. 1. 1. 11" codeSystenVersion="2.
07
|- B.i.T: Outcome of Reactjon / Event at the Time of Last Observation #8 —»
{/observation> .
{/outboundRelationship2> - N
{/observation’
{/subjectOf2>
{subjectDf2 typeCode="SB]">
Corganizer classCode="CATEGORY” moodCode="EVN™>
<code code="4" codeSysten="2. 16, 840. 1, 113883. 3. 889. 2. 1. 1. 20" codeSystenVersion="1.0" displayName="
drugInformation”/> ‘ '
<!— G.k Drug(s) Information (repeat as necessary) fil —>
<eomponent typeCode="COMP™>
{substancoAdministration classCode="SBADN" moodCode="EVN">
{id root="3c91b4d5-2039-4aTa~9c30-67671b0eiBed” />
{consumable typeCode="CSH">
{instance0fKind classCode="INST">
CeindOfProduct classCode="MMAT™ determinerCode="KIND™>
<name>G. k. 2. 2¢/nape>
{l— G.k.2.2: Medicinal Product Name ag Reported by the Primary Source §1 —>
<FormCode code="J2. 24. k" codeSysten="2. 16. 840, 1. 112883, 3. 989.5.1.3. 2. 1. 13*
codeSystem¥arsion="%. 07 /> o
‘ - 88aI2. 24. k BUBHER #1 > ) '
{asManufacturedProduct classCode="MANU">
{subjoct0f typeCede="SB]">
{approval classCode="CNTRCT" moodCode="EVN">
<id exten_sion:’G. k. 3,17 root="3, 16,840, 1, 113883, 3.989,.2. 1. 3. 4"/>
¢|— 6.k.3.1! Authorisation / Application Number #1 —3
<holder typeCode="HLL">
<role classCode="HLD™>
{playing0rgenizetion classCode="CRG" determinerCode="INSTANCE™>
<nama>G. k. 3, 3¢/name>
*¢}— ¢ k. 3. 3¢ Name of Holder / Applicent #1 —>
</playingOrganization>
</roie>
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</holder>
{author typeCode="AUT">
{territorialAuthority classCode="TERR™>
{territory classCode="NAT" determinerCode="INSTANCE™>
{code code="0. k. 3.2" codeSystem="1,0.3166. 1.2.2°/>
¢i— 6.%.3.2: Country of Authorisation / Application #1 —>
{/territory>
</territorialAuthority?>
</authory
{/approval>
{/subjectOf>
{subjectOf typeCode="SBI">
{characteristic classCode="0BS” moodCede="EVH™>
<code code="1" codeSystew="2. 16.840. 1. [13883, 3,989,5.1.3.2. 1. 107
codeSystemVersion="1. 0" displayName="HEALDWKBIES"/>
{value xsiltype="CE” code="J2.4. k" codeSystem="2. 16, 840. 1, 13883, 3.989.5. 1.3,
2.1. 3" codeSystenVersion="1.1"/> - '
— 86812, 4. k: FERSEORRES #1 —>
</characteristic)
</subjectOf>
</asManufacturedProduct>
<asamedEntity>
Cnane yml:lang="ja">J2. 23, k{/name>
(— eger2. 23.x BH L —
{assigningTetritory?
{cods code="JP" codeSystem="1.0, 3166,1.2.2" />
{/assimingTerritory?
{/asNamedEntity>
<ingredient classCode="ACTI™>
{aquantity>
<{numerator/> )
{denciminator value="1"/>
</quantity> .
¢ingredientSubstance classCode="MAT” determinerCode="KIND">
<nate>G. k. 2. 3. r. I</name>
{l— 6.k 2.3.r.1: Substance / Specified Substange Name #1-1 —->
{asSpecializedKind elassCode="GEN">
{generalizediaterialKind classCode="MAT" detexminerCode="KIND">
<code code="J2. 26.k 1" codeSystem="2. 16, 840. 1. 113883, 3.989, 5. 1. 3. 2. L. 17"
codeSystemVersion="1.0" /> .
<l— egnI2. 26. k. r AT OES #i-1 —
¢/generalizeddaterialKind>
¢/asSpecializedKind>
</ingredientSubstanca>
</ingredient?
<ingredient classCode="ACTI™>
<quantity>
{numerator/>
{denominator value="1"/>
<{/quantity>
(ingredientSubstance classCode="MMAT" determinerCede="KIND">
<name>G. k. Z. 3. r. 1{/neme> !
(|-~ §. % 2.3.r.1: Substance / Specified Substance Nawe #1-2 —->
{asSpecializedkind ciassCade="GEN">
<goneralizeddaterialKind classCode="HAT" determinerCode="KIND">
{code code="J2. 26,k r* codeSystem="2. 16. 840. 1. 113883, 3,989, 5. 1. 3. 2. L. 17"
codeSystemVersion="1.0" /> '
<|-- 68QJ2.25. k. r RHOESD #1-2 —>
{/generslizediatorialKind>
{/asSpecializedKind>
</ingredientSubstance>
</ingredisnt)
</kind0fProduct>
{/insgtanceQfKind>
{/congumabie>
<outboundRelationship2 typeCode="COMP™>
== G. k. 4. x! Dosage and Relevant Information (repeat as necessary} #1-f —>
<eubstanceAdwiniatration classCode="SBADM" meodCode="EVN™>
C {textdG k. 4 1. B textd
== 6.k 4.r. 8: Dosage Text H1-1 —>
{effectivelime x#iitype="SXPR_TS™>
{pomp xsiltype="PI¥L_TS™> }
{peried value="10" urit="G. k. 4. r. 3"/>
I— 6.k 4.r. 2: Number of Units in the Interval #1-1 —>
<!— 6.k 4.r.3: Definition of the Time Interval Unit #1-1 —>
</ gomp?
{comp xsi:type="TVL_TS" operator="A">
(low value="20090101"/>
¢i-— G.k.4.1.4: Date and Time of Start of Drug 11 —>
<high value="20090101"/>
¢}— G.k.4.r.5: Pate and Time of Last Administration #1-1 —>
</comp»
{/effoctiveTined -
{routeCode codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 14™>
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<originalText>G. k. 4 r. 10, 1</originalText>
(I 6.k 4£.10.1: Route of Administration {free text) #i-1 >
<frouteCoded
{doseQuantity value="10" unit="G.k. 4. 1. 167/
{{— 6. k. 4.r. la Dose (number) §1-1 —>
- G.k 4. r.1b: Dose (unit) #1-1 —
</substanceAdwinistration>
{/outhoundRelationship2>
{outboundRelationship? typeCode="COMP">
<|— &.k. 4. r' Dosage and Relevant Information (repeai as necessary) 12 —
{substanceAdninistration classCode="SBAPY" moodCode="EVH™>
{text>G. k. 4. . 8</text>
{l-— G,k 4.1.B: Dosage Text #1-2 >
<effectiveTime xsittype="SXPR_TS">
{comp xsiitype="PIVL_IS™>
{peried valve="10" unit="G. k. 4£.1.3"/>
<|— G.%. 4.1.2: Number of Units in the Interval #1-2 —>
{— Gk drs: Defmltlon of the Time Interval Unit #1-2 —>
</ comp>
Ceomp xsiitype="IVL_TS” operator="A">
<low value="20000101"/>
¢(l— 6.k 4. r.4: Date and Time of Start of Drug #I~2 ~>
<high value="20080101"/>
¢~ .k 4.1.5: Date and Time of Last Administration #1-2 -->
</comp> ’
{/effectiveTine?
{routeCode codeSystem="2. 16,840, 1. 113883, 3,980, 2. L. L. 14"
CoriginalText>G. k. 4.x. 10. 1{/criginalTaxt>
{l— G.k.4.r.10. 1: Route of Adminisiration {free text) #i-2 —>
{/routeCode>
{doseQuantity value="10" urit="G.% 4.x.1b"/>
¢l— G.k.4.r la Dose (mumber) H1-2 —>
{l— 6.k 4.r.1b: DPosa (mit) #1-2 —
</substanceAdministration>
</ outboundRelationship2>
<outboundReiatzonsh1p2 typeCode="COMP">
- G k.41 Dosage and R}elﬂvant Tnformation (repeat as necessary} #1‘3 —
{substanceAdministration classCode=" SBADM" moodCode="EVN™>
Ctext>G, k. 4, 1, B/ toxt>
¢l— G. k. 4.r.8: Dosage Text {1-3 —>
<effectiveTime xsi:type="SKPE_TS"> .
<comp xsi:type="PIVL_T5">
(period value="10" unit="G. k. 4 1.3/
{I— G.k.4.1.2: Number of Units in the Interval #1-3 —>
{{— G.k. 4.r.3: Definition of the Time Interval Unit #i-3 ~->
</comp>
Ceomp Xsiitype="IVL_T5" operator="A">
<low value="20090101"/>
<{l— G.k.4.r.4: Date and Time of Start of Drug #i-3 —>
/conp
{/effectiveTine>
<routeCode codeSystenF-'Z. 16, B40, 1. 113883. 3. 989. 2. L. 1. 147>
‘CoriginalText>G. k. 4. r. 10, 1{/originalText>
¢}-— G. k.4 1. 10, 1: Route of Administration {free text) #I-3 —>
{/routeCode’
{doseQuantity value="10" unit="G.k 4.r.1b"/>
{1— G.k 4.1 la Dose (number) #i-3 —>
4— G, k4. 1. 1b: Dose (unit) #1-3 -—>
{/substanceAdministration>
{/outboundRelationship2>
ZoutboundRelationship2 typeCode="COMP">
<I— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #l-4 —>
{substanceAdministration c¢lassCode="SBADM" moodCode="EVN™>
<textG. k. 4. 1. 8¢/ tentd
{I— G.k 4.r.8: Dosage Text H1-4 —>
<affactiveTime xsiiiype="SXPR_TS">
{comp xsi:type="PIVL_TS™>
" <period value="10" unit="¢. k. 4.r.3"/>
(l— G.k.4.1.2: Number of Units in the Interval #1-4 —
¢(— G k413 Def1n1t1on of the Time Interval Unit #1-4 —>
</eomp>
n <comp xsi:type="IVL_T5" operator="A">
<high valus="20090501"/>
{l— & k. 4.1.5: Date and Time of Last Aduinistration #1-4 —>
</comp?
{/effectiveTimay
¢routeCode codeSysten="2. 16. 840. 1. 113883 3.989.2.1.1. 14"
. <originalText>G. k 4. x. 10, 1{/eriginalText>
<I— 6.k 4.%.10.1: Route of Aduinistration (free text} #1-4 —>
</routeCoder
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
€l-— 6.k 4 r. 1a Dose (pumber) #I-4 —>
<|-- G, k. 4.r.1b: Dose {unit) #14 —
{/substanceAdninistration>
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displayName="recutrrance0fReaction”/>

codeSystemVersion="2. 0"/>

</outboundRelationship2>
CowtboundRelationship? typeCode="COMP™>
¢]— 6.k 4.17 Dosage and Relevant Information {repeat as necessary) H1-§ —»
<substanceAdministration classCode="SBADM" moodCode="EVN™>
Ctext?G. k. 4. r. 8¢/ texty
{|— G.k. 4.r.8: Dosage Text H#I-5 —>
{effectiveTime xsi:typo="SXPR.IS™>
<comp x5iitype="IVL_TS™>
Clow value="20080101°/>
{— G.k.4.1.4: Date and Tiwe of Start of Drug §1-8 —>
¢high value="200901017/>
{!— G.k.4.1.5: Date and Time of Last Administration ¥I-b —>
{/comp>
_ €eomp xsittype="IVL_TS” operator="A">
</comp
{/effectivelime>
{routeCode codeSyster="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 14™>
CoriginalText>6. k. 4. r. 10. 1{/original Text>
<l-— G.k.4.1.10.1: Route of Administration (free text) HI-5 —>
{/routeCodsd
<doseQuantity value="10" unit="G.k. 4. r.1b"/>
¢l-— Gk 4.r. la Bose (number) #1-5 —>
{l— G,k 4.£. 15! Dose (unit} #1-§ —>
{/aubstancepdminiztration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
{}— G.k. 4.1: Dosage and Relevant Information (repest as necessary} #1-6 —>
{substanceAdninistration classCode="SBADM™ moodCode="EVN">
{text>G. k. 4. 1. B{/text> .
<l— G.k 4.1.8: Dosage Text #1-6 —
Leffectivelime xsi:type="SXPR_TIS™>
{comp xsiitype="PIVI_TS™>
<period value="10" wnit="G.k.4.x.3"/>
{]— 6.k 4. r. 2: Number of Units in the Interval #1-6 —>
{l— 6.k 4.x.3: Definition of the Time Intervel Unit #1-6 —>
{/eomp? ’
{comp xsiitype="IVL_TS” cperator="A">
<low value="20090101° />
¢}— Gk 4.1.4: Date and Time of Start of Drug #1-6 —>
¢/ eomp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20050101" />
{d— G,k 4 1.5: Date and Time of Last Adwinistration #1-6 —>
{/comp>
{/effectiveTime>
{routeCode codeSysten="2. 16, 840, 1. 113883, 3, 969, 2. . 1. 14
<ariginaiText>G. k. 4. r. 10, 1<{/originalText>
¢l— G. k.4, 1. 10.1: Route of Administration (free text) $1-6 —
{/routeCode> '
{doseQuantity vatue="10" unit="G.k 4. 1. 15"/
¢}— 6.k 4.7. 1a Dose (number) #i-1 —>
{{— 6.k 4.x.1b: Dosz {unit) #1-1 —
{/substanceAdministration>
{/outboundRelationship2>
{outhoundRelationship? typeCode="COMP™>
{l— ¢.k 4.1 Dosage and Relevant Information (repeat as necessary) HI-T —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
CtextyG k. 4.1, B text o
{I— G.% 4.r.8: Dosage Text §i1~7 -
{effectiveTime xsi!type="SXPR_T5">
Ccomp xsi:type="IVL_TS">
{low value="20020101"/>
&3 G,k 4.1.4: Date and Time of Start of Prug #1-7 —>
{/comp?
<comp xsi!type="IVL_TS” operator="A">
<high value="20080101"/> .
¢!— Gk 4 1.5: Date and Time of Last Administration #1-7 —>
</comp> :
feffectiveTime) .
(routeCode codeSysten="2, 16, 840, 1. 113883.3.989. 2. L. 1. 14™>
SoriginalText>G. k. 4. 7. 10, 1¢/original Text>
¢i— G.k.4.7,10.1: Route of Administration (free text) #I-7 —>
/routelode>
<doseQuantity value="10" mnit="G. k. 4. v. 1"/
{{— 6.k 4. £ 1a Dose (number) #1-7 —>
{d— & k4x1b: Dose {unit) #1-7 —>
</substanceAdministration>
¢/outboundRelationship2>
(outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">

{code code="31" codeSystem="2. 16, 840, 1. 113883, 3,980. 2. L. L. 19” codeSystemVersion="1 1"

<yalue xsi:type="CE” code="G.k. 0.1.4" codeSystew="2. 16. 840. 1. 113883, 3.959.2. 1. 1, 167
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{l— 6.k.8.1. 4: Did Reaction Recur on Re-administration? Drug #1, Reaction #1 —»
<outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="EVN™>
<id root="1546b880-858b-452-a02F-42d4d6F4657" />
{/actRefersnce>
{/outboundRelationshipl>
{/obsetrvation) o
{foutboundRelationship2> J
! {outboundRelationship? typeCode="PERT™>
{ohservation classCode="0BS" woedCode="EVN">
{code code="31" codeSystem="2. 16, 840, 1. 113883, 3.989, 2. L. 1. 19”7 codeSystenVersion="1.1"
displayName="recurranceOfReaction”/>
<value xsi:type="CB” code="G.k.8.i.4" codeSystem="2.16.840. I, 113883, 3,089, 2, . L. 16"
codeSystemVersion="2, 0"/ ’
¢l 6.k §.i.4: Did Reaction Recur on Re-administratien? Drug #1, Raactmn 2 —>
{outboundRelationshipl typeCode="REFR">
{actReference classCode="0BS" moodCode=TEVN™>
<id root="2baa?Bd6-cYe8-4e6c-33e9-5bB860b314220" />
{/actReference>
. </outboundRelationshkipl>
</observaticn?
</outboundkelationship2>
{/substanceAdministration>
{/component?
{I— 6.k Drug(s) Information (repeat as necessary) #2 —>
{componett typeCode="COMP™>
{substanceAdninistration classCode="SBADM™ mocdCode="EYN™>
<id root="68d6f5ce-3b3b—45cT-02dd-69e06730c3a9" />
<eonsumable typeCode=7CSH">
{instance0fKing classCode="TNST">
<kind0fProduct classCode="MMAT” determinerCode="KIND">
{nawe>G, k. 2, 2¢/nama>
{}— 6.k 2.2! Medicinal Product Name as Reported by the Primary Source #2 —>
<formCode code="J2. 24. k" codeSysten="2. 16. B4C. 1. 113883. 3. £89. 5. 1.5. 2. 1, 13"
codeSystemVersion="1. 6" /> .
- G— 88812, 24. k BIRFER #2 —
<asManufacturedProduct classCode="MANU">
<subject0f typeCode="SB]*>
{approval classCode="CNIRCT” moodCode="EVN">
. {id extension="6.k 3.1” root="2, 16,840, 1, 113883.3.989.2. 1.3, 4"/>
{l— G.k 3.1 Autherisation / Application Number ¥2 —>
<holder ‘typeCode="HLD">
<role classCode="HLD™> :
{playingDrganization classCodew ORG” determinerCode=" ].NSTANCE')
<name>G. k. 3. 3¢/nane>
¢l— G. % 3.3: Namwe of Holder / Applicant #2 ——>
¢/playingOrganization)
{/frole>
{/holder>
{author typsCode="AUT">
~ <territorialAuthority classCode="TERR™>
{territory classCode="MAT" determinerCode="INSTANCE">
<code code="G.k, 3, 2" codeSystem="1. 0. 3166. £, 2.27/>
{{— 6. k. 3.2 Country of Authorisation / Appllcatmn #2 —>
{/territory>
{/territorialAuthority>
</auther>
{/approval>
{/subject0f>
{subjectOf typeCode="SB}">
(characterls‘tm classCode="CBS” mochode— EVN">
<code code="1" codeSystem="2, 16, 840, 1, 113883, 3. 989, 5. 1. 3. 2. L. 10*

¥

[

codeSystenVersion="1. 0" displayName="$rBEIRAEDORRIEL"H
<value xsi:type="CE” code="J2.4.k" cadeSystem="2, 16. 840. 1. 113883, 3, 68%. 5, 1. 3.
2.1.3" codeSystemVersion="1.1"/>
{I-- e8a]2. 4.k FEEREORRES ¥ —
</characteristic>
{/subject0Of>
{/asMenufacturedProduct>
{asHamedBniity>
¢name xml:lang="ja">J2.23. k</nams>
<l— eepyz. 23. k B #2
<assigningTerritory> .
{code code="JP" codeSystem="1.0.3166.1.2.27 />
{/assigningTerritory>
¢/asNanedEntity> )
{ingredient classCode="ACTI™>
Cquantity>
{numerator/>
{denominator value="1"/>
{/ouantity>
CingredientSubstance classCode="MMAT" determinerCode="KINI">
<name?G. k. 2. 3. r. 1</nans>
¢4— G.k. 2. 3. r. 17 Substance / Specified Substance Name #2-1 —>
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{asSpecializedKind classCode="GEN">
{generalizedfateriaikind classCode="MAT" detsrminerCode="KIND">
¢code code="J2, 25. k. r" codeSysten="2. 16.840. 1. 113883. 3.989,5. 1. 3. 2. £. 177
codeSystenVersion="1. 0" />
<|— 28872 26. k. r RACES #2-1 —
{/generalizediaterialfind>
¢/asSpecializedfind>
¢/ingredientSubstance>
{/ingredient> -
{ingredient classCods="ACTI">
{guantity>
{numerator/>
{denominator value="1"/>
{/quantity>
¢ingredientSubstance elassCode="MMAT" determinerCode="KIND™>
{nams>G. k. 2, 3. 1. 1{/name>
{l-- G. k. 2.3.r.1: Substance / Specified Substance Name ¥2-2 —>
{psSpecializedKind classCode="GEN"> -
{generalizediaterialKind classCode="MAT" determinerCode="KIND">
¢eode code="J2, 25.k 17 codeSystem="2. 16, 840, 1. 113883, 3,989,5. 1. 3. 2. 1L 17"
codeSystenVersion="1.0" />
<0 6688J2.25. k. r A OESy #2-2 —>
{/generalizeddaterialKind>
{/asSpecializedXind>
{/ingredientSubstance>
</ingredient>
{/kind0fProdact?
{/instance0fKind>
{/consumable> .
<outboundRelationship? typeCode="COMP">
¢l-— G.%. 4.7 : Desage and Relevant Information (repeat as necessary} #2-1 —>
¢substanceAdministration classCode="SBADH" moodCode="EVN">
{text>G. k. 4. 1. B</text?
{}— G.k 4. x.8: Dosage Text #2-1"—>
{effectivelTine ksi!type="IVL TS">
Clow value="200901G"/>
¢~ G.k 4. r.4: Date and Time of Start of Drug #2-1 —>
<high value="20080101"/>
<l 6.k 4.xr. 5: Date and Time of last Administration f2-1 —>
{feffectivelined :
3 <routeCode codeSystem="2, 16. 840, 1, 113883, 3.989.2. 1. 1, 14"
' {originalText>G. k. 4. r. $0. 1</originalTaxt>
<!— 6.k 4.1.10. 1! Route of Administration (free text) #3-1 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r. 1b"/>
¢f{~- G.k 4.r.1a Dose (number} #2-1 —>
{— Gk 4.r. 1b: Dose (unit) #2-1 —>
. ¢/substanceAdministration>
{/outboundRelationshipz>
¢outboundRelationship? typeCode="COMP™>
{l-— G.k 4. r: Desage and Relevant Information (repeat as necessary} #2-2 —>
{substanceAduinistration elassCode="SBABM" moodCode="EVN">
{textdl, k. 4. 1. B¢/ Text?
{l— 6. k. 4.7. 8 Dosage Text #2-2 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20080101"/>
¢<|— G.k 4.r. 4: Date and Time of Start of Drug #2-2 —>
</effectiveTime? ’
{routeCode codeSysten="2. 16, 840. 1. 113883, 3. 989, 2. L. L. 14">
<originalText>G, k, 4. 1, 10. 1</original Text>
== G k. 4.1, 10. 1t Route of Administration {free text) #2-2 —>
</routeCode>
{doseQuantity value="10" unit="G. k 4.x.15°/>
¢~ G.k 4 1. 1a Dose {number) #2-2 —>
{{— G.k 4.r.1b: Dose (bnit) 22 —>
¢/substanceAdminigtration> .
{/outboundRelationship2>
CoutboundRelationship? typeCode="COMP">
¢|— G, k.4.7: Dosage and Relevant Information (repeat as necessary) #2-3 —
{substanceAdninistration classCode="SBABM™ moodCode="EVN">
{textyG. k. 4.1, 8¢/ text>
{I— §. k4. B Dosage Text #2-3 ——>
<effectiveTime xsi:type="IVL TS">
<high value="20090101°/>
<|— G.k.4.%.5: Date and Time of Last Administration #2-3 —>
{/eftfectiveTine ’ .
<routeCode codsSystem="2. 16.840. 1. }13883. 5.980.2. 1. 1. 14™>
CoriginalText>G. k. 4. r. i0. 1</originalText>
(l=- G.k.4.1.10. 1! Route of Administration (free text) #2-3 —>
</routeCode>
(doseQuantity value="10" wnit="G. k. 4.r. 1b*/">
{— G.k 4.r. ia Dose (aumber) #2-3 —>
¢I— G k. 4.r. 1b: Dose (unit) #2-3 —>
¢/substanceAdministration>

’
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</outboundRelationship2>
<outhoundRelationship? typeCode="COMP">
<l— 6.k 4.1 Dosage and Relevant Informatien (repeat as necessary) #2-4 ——>
{substanceAdministration classCode="SBADM" moadCude- "BVN">
<text>G. k. 4. 1. B/ text>
<!— 6.k. 4.1, 8 Dosage Text H2-4 —>
CeffectiveTime xsi:type="SXPR_IS™>
<comp xsi:type="PIVL_TS™>
<period value="10" unit="G. k. 4.r. 3"/
<{l— G.k.4.x.2: Number of Units in the Interval #2-4 —>
U~ G.k.4.1.3: Definition of the Time Interval Unit #2-4 —>
</comp?
\ Ccomp xsittype="IVL_TS” operator="A"> 2
{low value="20090101"/>
{— 6.k 4.1.4: Date and Time of Start of Drug #2-4 —>
</ comp>
{feffoctiveTime)
<routeCode codeSystem="2, 16, 840, 1. 113883, 3, 989, 2. 1. 1. 14">
{originalTaxt?G. k. 4. 1. 10, 1</originalText>
<i-- 6.k.4.1.10.1; Route of Adninistration (free text) #2-4 —>
{/routeCode>
{doseQuantity value="10" unit="C.k.4.r. 1b"7>
{I— 6.k 4.1.}a Dose {number) #2-4 —>
{l-- G.k. 4.1 1b: Dose {unit) #2-4 —
{/substanceAdministration>
{/outboundRelationship2> E
{outboundRelationship? typeCode="COMP™>
{}~— G.k 4.1 Dosage and Relevant Information (repeat as necessary) §2-5 —>
{substanceAdministration classCode="SBADM" woodCode="EVI">
{textdC. k 4. r. 8¢/ text>
<!-- 6.k 4.1.8: Dosage Text {2-5 —>
{effectivelime xsi:type="SXPR_TS">
{comp xsi‘type="PIVL_TS">
{peried value="10" wit="G, k. 4. 1. 3”/)
¢|— G.k. 4.x.2: Number of Units in the Interval #2-5 —>
<{!— 6.k 4.3 Definition of the Time Interval Unit #2-5 —>
<feomp>
<comp. xs1:type="IVL_TS" operator="A">
<hkigh value="20090101"/>
<|— 6.k 4.1.6! Date and Time of Last Administration #2-5 —>
</ocmp?
{/effectiveTine>
{routeCode codeSystem="7. 16, 840, 1, 113883, 3. 989, 2. 1. 1, 14™>
<originalText>G. k. 4. 1. 10. 1{/originalText>
{l— 6.k 4.1. 10. 1! Route of Administration (free text) #2-5 —>
</routetods)
{doseQuantity value="10" unit="G, k.4.r. 1b"/>
{l— G.k.4.r.1a Doge (aumber) #2-5 —>
{I— G.k4r 1b: Dose (unit) #2-5 —
{/substanceAdministration>
{/outbeundReiationship2> )
{outboundRelationship2 typeCode="COMF”>
<I— G. k. 4.1t Dosage and Relevant Information {repeat as necessary; #26 —>
{substanceAdministration classCode="SBADM” moodCode="EVN™>
<text?G. k. 4. 1. B</ text>
4— G. k. 4.1.8! Dosage Text H2-6 —>
Ceffectivelime xsiitype="SXPR_TS™>
{comp xsiitype="PIVL_TS">
{period value="10" unit="G.k 4£.1.3"/
(t— G.k.4.1.2: Numher of Units in the Interval #2-6 —>
{}— G.k. 4.1.3: Definition of the Time Interval Unit #2-6 —>
{/comp>
Scomp xsiitype="IVL_TS” operator="A">
</ oomp>
{/effectiveTime>
{routeCode codeSystem="2. 16. 840. 1. 113883. 3, 989, 2, 1 1147
<originalText>G. k. 4. r. 10. 1<{/originalText>
{l— &k 4.1.10. 1: Route of Administration (free text) uz 6 —>
</roatelodey
{doseQuantity value="10" unit="G.k 4.r. 10"/ -
{I— 6.k 4.r. 12 Dose (pumber) H2-6 —
{I— G. k.41 1b: Dose {unit) #2-6 —>
{/substanceAdministration>
</outbsundRelationship2>
{outboundRelationship? typeCode="COMP™>
¢}— 6.k 41! Dosage and Relevant Information (repeat as hecessary) #2-7 —>
<substanceAdministration classCode="SBADE™ moodCode="EVN">
CtextyS, k. 4, 7. B</ text>
<!— G.% 4.r. 8! Dosage Text {2-7 —>
{effectiveTime xsiitype="PIVL_TS">
{period value="10" wmit="G, k. 4.r.3"/>
¢I— G k.4 r.2: Nuwber of Units in the Interval #2-7 —>
€l-- G.k 4 1, 3t Definition of the Time Interval Unit #2-7 —>
{/effectiveTined
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{routeCode codeSystem="2. 16,840, 1. 113883, 3. 989, 2, 1. 1. 14™>
<eriginaiText>G. k. 4. r. 10. 1{/originalText> ‘
{l— 6.k 4.7. 10, 1: Route of Adwinistration {free text} #2-7 —>
{/routeCode>
{GoseQuantity value="10" anit="G.k 4.r.18"/>
<]~ G, k. 4.r. Ia Dose (number) H2-T —>
¢{—- G.k.4.r. ib: Dose (unit} #2-7 -—>
{/substanceAdwinistration>
</outhoundRelationship2>
{euthoundRelationship? typeCode="COMP™>
¢}-— G.k 4.1: Dosage and Relevant Informstion (repest as necessary) #2-8 —>
{substanceAdninistration classCode="SBADM™ meodCode="EVN™>
{text?G. k. 4. 1. 8</text
¢l— G.k. 4.1. B: Dosage Text #2-8 -->
LeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
¢l—— G.k.4.7. 4! Date and Time of Start of Drug #2-8 —>
{/effectiveTime> ’
(routeCode codeSystem="2. 16. 840. 1. 113853, 3.989. 2. L. 1, 147>
CoriginalText>G. k. 4. 1. 10, 1<{/originalText>
¢d— G.k.4.1.10. 11 Route of Administration (free text) #2-8 —>
{/routeCode>
{doseQuantity value="10" wnit="G.k 4.r.1b"/>
¢(I— G.k 4. 1. 1a Dose (number) #2-8 —>
¢|— 6.k 4.r. 1b: Dose {unit) #2-8 —
{/substanceAdministrationd
¢foutboundRelationship2>
{outboundRelatisonship? typsCode="COMP™> )
¢l—- 6.k 4. 77 Posage and Relevant Informaticn (repeat as necessary) #2-9 —>
<substanceAdministration classCode="SBADNM" moodCode="EVN">
{textyG, k. 4. 1. 8/ text?
¢4—- G. k. 4.r.8: Dosage Text #2-9 —>
CoffectiveTime xsi!type="IVL TS
<high value="2G0801017 /> .
{4~ G.k. 4.1r.5: Date and Time of last Administration #2-8 —>
</effectiveTime>
{routeCode codeSysten="2.16, 840, 1, 113883.3.680. 2. 1. 1. 14>
{origiralText G, k. 4, r. 10. 1</originalText>
¢! — G.k. 4.1.10.1: Route of Administration (fres text) #2-9 —>
{/routeCode>
{dosefuantity vaiue="10" wnit="G. k. 4.r. 1b"/>
¢t &. k. 4.r. 1a Dose (number) #2-9 —>
¢l-- ¢.k 4.r. 15 Dose (unit) fi2~9 ~—>
</substanceddniniztrationy
{/outboundRelationship2>
<outhoundRe}ationship2 typeCode="COMP™> 7
¢1~— G.k. 4. 1! Dosage and Relevant Information {repeat as necessary) #2-10 —>
(substanceAdninistration classCode="SBADM" mecdCode="B¥N">
(textG. k. 4. r. B/ text>
¢d— G.k 4. r. B: Dosage Text H2-10 —->
{effectivelima xsi:type="IVL TS">
{/effectiveTime>
<routeCods codeSysten="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 Administration (free text) #2-10 —>
{/routeCode>
{doseQuantity value="10" wnit="G. k. 4.r. I6"/>
{{— G.k 4.1. la Dose (number} #2-10 —>
<} G.k 4.r.1b: Dose (Enit) H2-10 —>
{/substancefdninistration>
{/outboundRelationship2>
{outboundRelaticnship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
<code code="31" codeSystemn="2. 16. 840. 1. 113883. 3. 982, 2. 1. 1. 19” codeSystemVarsion="1, 1"
displayName="recurranceOfReaction”/> .
¢value xsi:type="CE" code="G.k, 9.1.4" codeSystem="2, 16, 840, 1. 113883.3.989. 2. L. L. 36"
codeSystemVersion="2, 0" />
¢(}— G.k. 9.1 4: Did Reaction Rectr on Re~administratien? Drug #2, Reaction #i —
{outboundReliationshipl typeCode="RERR™>
(actRefersnce classCode="0BS" moodCode="EVN">
{id root="154eb883-058b-45f2-a02F42d4d6F4687E" />
{/actReference’
{/cutheundRelationshipl>
</ohservation?
¢/outhoundRelationship2>
{outboundRelationship? typeCode="FERT">
{observation classCode="0BS" moodCode="EVN™>
{code code="31" codeSystem="2. 16. §40. 1, 113883. 3, 989. 2. 1. 1. 19" codeSystenVersion="1,1"
displayNane="recurrancetfReaction”/> .
¢value xsiitype="CE” code="G.k. 9.1, 4" codeSystem="2. 16.840.1. 113883. 3.980. 2, 1. L. 16”
codeSystemVersion="2, 6"/> ' .
{l— G.k. 9.4 4! Did Reaction Recur on Re-administration? Drug #2, Reaction ff2 —
<outboundRelationshipl typeCoda="REFR™> B
<aciRefersnce classCode="0BS" moodCode="BVN">
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<id root="2haa2Bd6—cYeB-4ebc-9303-5bB60b314220" />
3 ) ’ * {factReference>
¢/cutboundRelationshipl>
</observationd
</outboundRelationship2>
{/substanceAdministration>
{/couponent> '
</organizer>
{/subjectOr2>
</primaryRole>
{/subjectl>
<oomponent typeCode="COMP™>
{causalityAssessment classCode="0BS” moodCode="EVH™> '
<code code="20" codeSystem="2. 16. E4D. 1.113883.3.989. 2. 1. 1. 19" codeSystemVersion="1, 1”7 displayName="
interventionCharacterization”/>
{value xsi'type="CE" code- 6.k 17 codeSystem="2, 16. 840, 1. 113883, 3, 989.2, 1. 1. 137 codeSYstemVarszon" 2070
{1 G.k. 1 Characterisation of Drug Role Drug §1 —>
{subjectZ typeCode="SUB]">
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c¢01b4d5~e039-4aTa~0:30-57671b0efBed” />
{/productUseReference>
{/subject2>
{/causalityAssessment>
{/component>
Lcomponent typeCode="COMP">
{causalityhssessment ¢lassCode="0BS” moodCode= EVN')
{oods code="20" codeSystem="2. 16. B40, 1, 113883, 5, 989. 2, 1. 1, 19”7 codeSystemVersion="1.1" displayName="
interventionCharacterization™/> '
Cvalue xsi:type="CE” code="G. k. 1" codeSystem="2. 16. 840, 1, 113883, 3. 989. 2. 1. 1. 13" codeSystemVersion="2.0"/>
{l— 6.k 1: Cheracterisation of Prug Role Drug #2 —> .
<subject? typeCode="SUBJ">
{productUseReference classCode="SBADM™ moodCode="EVN™>
{id root="6Bd6f5ce-3b3b—45c7-923d-68206730c3al" />
{/productUseRefsrence’
¢/subject2>
(/causalityAssessment>
</componart>
R <component] typaCode="COMP™>
’ . <observationBvent classCode="0BS” moodCode="EVN">
(code code="10" codeSystem="2. 16, 840, 1. 113883, 3. 989, 2. L. l 19 codeSystemVersion="t, 1" displayNama="comment” />
Cvalue xsictype="BD">H 2¢/valued
(I— H.2: Reporietr’ s Comments —>
Cauther typeCode="AIT™>
{agsignedEntity classCode="ASSIGNED">
<eode code="3" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="

sourceReporter” />
{/assignedEntity>
{/authory
{/cbservaticnBvent>
</componenil>
<component! typeCode="COMP™> :
{chzervationEvent classCode="0BS” meodCode=" F..VN >
{code code="10" codeSystem="2, 16. 840, 1. 113883, 3, 989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="commont”/>
<value xsi:type="ED">H. 4</valuer
{|-- H.4: Sender' s Comments —>
Cauthor typeCode="AUT™>
<assignedPnti ty classCode="ASSIGNED">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. 1. 21” codeSystenVersion="1. Q" displayName="sender”/>
{/assignedEntity> T
<fauthor>
{/observationEvent>
{/cemponent1>
<component] typeCode="COMP™>
{observationBvent classCode="0BS" moodCode="BYN">»
<code code="3" codeSystem="2. 16. 840, 1, 113883. 3. 989. 5. 1. 3. 2. 1. 10”7 codeSystemVersmnﬁ 10" displayNeme="R5ET o ¢ 52
AV RO
Kvalue xsi:type="ED">J2.7.2<{/value> .
Ad—egdJr 7.2 RmTRETInAVF — ‘ .
{/observationEvent>
</componentl
<gomponentl typeCode="COMP™>
{observaticnBvent classCode="0BS” moodCode="EVN">
{code code="5" codeSysten="2. 16. 840. I, 113883. 3, 980, 5. 1. 3. 2. 1, 10" codeSystemVersion="1.0" displayName="S&0x}H"/»
{value xsiitype="ED">J2. 10</value> )
<I— e@aJ2, 10: SHOME —>
¢/observationBvent>
</component1>
<componentl typeCode="COMP™>
<observationfvant classCode="0BS" moodCode="EVN">
<gode code="6" codeSystem="2. i5.840. 1. 113883, 3.989.5.1.3,2, 1, 10" codeSystemVersion="1, 0 displayName="-¥ (B HEIEHL
"1y .

<value xsi:type="ED">J2. 11¢/value> ‘
— aggra. 1 TS EFERS —
{/observationBvent>
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{/somponertl>
{componeatl typeCode="COMP">
{observationfvent classCode="0BS" moodCode="BYN">
{oode code="12" codeSysten="2. 16. 840, 1. 113B83.3.989.5.1. 3. 2. 1. H0” codeSystenVersion="1 " dlsplayName—'ﬁd:P'qﬁﬂ)g,ﬁ”
>
Cvalue xsiitype="BD">J2, 16</value>
<|-- 2882, 16: MERNEOER —>
{/observationBvent>
{/component1>
{/adverseBventAssessment>
{/component)
{component typeCode="COMP™>
{observationBvent classCode="0BS" moodCode="EVN">
Ceode code="1" codeSystew="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1, 1" displaylame="
additicnalDocunentsAvailable”/> .
¢value xsi'type="BL" value="true”/>
<l— €. 1.6.1: Are Additional Documents Availabie? —>
(/observatlonlivenb
<{/companent>
{component typeCode="COMP*> B
{observationEvent classCode="0BS” moodCode="EVN">
Coode code="23" codeSysten="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="localCriteriaFurExpedited”/

{value xsi:type="BL”- value="true”/>
¢l— C. 1.7: Doss This Case Fulfil the Local Criteria for an Expedited Report? —>
</observationBvent>
</component>
<outhoundRelationship typeCode="SFRT">
(relatodInvestigation classCode="INVSTG™ moodCode="EVN">
¢oode code="1" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 22° codeSystemVersion="1.0" displayleme= m:.tlali(eport />
{subject0f2 typeCode="SUBI™>
(controlibciBvent classCode="CACT" moodCode="EVN™>
. <author typeCode="AUT">
{assignedBntity classCode="ASSIGNED™>
{code code="C.1.8.2" codeSysten="2.16. 840, 1. 112883, 3,989. 2. 1. 1. 3" codaSystenVersion="2.0"/>
{}— C, 1.8, 2! Birst Sender of This Case —> '
¢{fassignedintity>
& /author>
{/controibctEvent?
{/sub ject0f2>
{/relatedInvestigation>
< feutboyndRelationships
CotstbotndRelationship typeCode="SPRT">
¢relatedInvestigation classCode="FVSTG” moodCode="EVN">
{eode nullFlavar="NA"/>
<subjectOF2 typeCode="SUB]">
<centrelfctEvent olassCode="CACI” moodCode="EVN™>
(id extension="C. 1. 10.¥" reot="2. 16, 840, 1. 113833. 3.989.2. 1.2.2"/>
{0~ G 1.10.r: Identification Number of the Report Which Is Linked to This Report {repeat as necessary) #1 —>
{/controlActBvent> .
{/subject0f2> -
(/relatedInvestigationd>
{/outboundRelationship>
LoutboundRelationship typeCode="SPRT">
<relatadInvestigation classCode="INVSTG" mocdCode="EVN'>
{cods nuliFtavor="NA"/>
<subject(f? typeCode="SUBJ">
' {controlActBvent classCode="CACT” moodCode="EVN™>
<id extension="C. 1. 18.1” root="2. 15.840. 1. 113883, 3.989.2.£.3. 2"/
{l=- ¢ 1.10.x: Tdentification Number of the Report Which Is Linked fo this Report {repeat as necessary) #2 —>
¢/controlActBvent> )
{/subject0f2>
{/relatedInvestigation>
</outhboundRelationship>
{outboundRelationship typeCode="SPRT™>
{relatedinvestigation classCode="TNVSTG" moodCode="EVN™>
<code code="2" codeSystem="2. 16. 840. 1. 113883, 3. §89,2.1.1. 22" codeSystemVersmn— 1.0" displayName="sourceReport”/>
{subject0f2 typeCode="SUBT">
<eantrolActBrent classCode="CACT” moodCode="EVH™>
Cauthor typeCode="AUT™>
{assignedintity classCode="ASSIGNED">
(assignedPerson classCode="PSN” determinerCode="INSTANCE">
(asIdentifiedBntity classCode="IDENT">
{oode code="J2.27.1" codeSysten="2. 16. B40, 1. 113883. 3.989.5. 1.3. 2. 1. 15" codeSystenVersion="1.0"" />
- egsye.2l.r AN S #i—>
{/asIdentifiedEntity>
<asIdentifiedEntity classCode="IDENT">
Seode code="J2.29. 1" codeSysten="2. 16. 840. 1. 113883, 3, 989. 5. 1. 3. 2. 1. 9" codeSystenVersion="1. 07/>
<|— 888)2.20.r HHHAFRL B —
{/asidentifiedBntityd
<asLocatedBntity classCode="LOCE™>
{lacation classCode="COUNTRY” determinerCode="INSTANCE™> .
<eode code="C.2.1.3" codeSystem="1.0, 3166. L. 2,2"/>
¢l-- C.2.1.3: Reperter’s Country Code #1 -->
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¢/location>
{/asLocatedEntity>
{/assignedPersend
{/assignedEntity>
</author>
{/controlActEvent?
{/subject0f2)
{/relatedlnvestigationy
¢/outhoundfelationship>
{outboundRelationship typeCode="SPRT">
{relatedInvestigation classCode=" INVSTS” moodCode="EVH">
{code code="2" codeSystem="2.15. 840. 1. 113883, 3.989, 2, 1. 1. 22" codeSystemVersion="1. 0" dlsplayNamw sourceRapart />
<subject0f2 typeCode="SUBJ">
{controlActBvent classCode="CACT" moodCode="BVN">
" {author typeCode="AUT™>
(assignedBntity classCode="ASSIGNED">
<assignedPerson classCode="PSN" determinerCode="INSTANCE™>
{asldentifiedBntity classCode="IDENT™>
{cods code="J2.27.Y" codeSystem="2. 16, 840, 1, 113883. 3. 989, 5. L. 3. 2. 1. 15” codaSYstemVerslon" |
<|— @gaye.27.r AET S H2—>
{/asIdentifiedBntity>
<asldentifiedEntity classCode="IDENT">
{code code="]2, 29, " codeSystem="2. 16. 840. 1, 113883. 3. 989. 5. 1. 3. 2. 1. 9" codeSystenVersion="1.0"/>
<|— 688Jz. 20.r {FHAFET 2 >
{fasldentifiedEntity>
{asLocatedBntity classCode="LOCE™
{location classCodF'COUNTR'(* determinerCode="TNSTANCE™>
{code code="C.2.r.3" codeSystem="1.0.3166.1.2.2"/>
{1— C.2.r.3: Reporter’ s Country Code #2 ——>
{/locationy
{/asLocatedEntity>
. {/assignedPersond
</assignedEntity>
{/author>
{/controlActEvent>
</subject0f2>
{/relatedInvestigation>
</outboundRelationship> '
<subjectOfl typaCode="SUB]™>
{controlActBvent classCode="CACT” moodCode="EYN">
{author typeCode="AUT"> .
CassignedBntity classCode="ASSIGNEL">
<code code="C.3.1° codsSystem="2. 16, 840, I. 113883, 3. 989, 2 1. 17" codeSystemVersion="2, 0"/>
<l=- £.3.1: Sender Type >
<addr>
{streetAddressLine>C. 3. 4, l(fstreethddresshne)
<}— € 3.4.1: Sender's Street Address —>
<eity>C. 3. 4. 2¢/city> |
<1— . 3,42 Sender's City —
{statedC, 3. 4. 3¢{/stated
¢l-~ C.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:l. 3. 4.67/> ’
{|-— C.3, 4.6: Sender’s Telephone —>
{telecom value="fax:{.3.4.77/>
£l (. 3,47 Senider’ s Fax —>
{assignedPerson classCode="PSN" determinerCode="TNSTANCE™>
{name>
{prefix>C. 3. 3, 2{/prefix>
(b C.3.3.2: Sender’s Title —
{given>C. 3. 3. 3(/givenr
¢!— C.3.3.3: Sender's Given Name —>
{giver>C. 8. 3. 4<{/given>
<l-- €.3.3.4: Sender's Middle Name —>
(fawmily»C. 3. 3. 5¢/family>
¢(l— €. 3.8.5: Sender’ s Family MName —>
{/name>
<asLocatedEntity classCode="LOCE™>
{location classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="C. 3.4 5" codeSysten="1.0, 3166. 1. 2. 2”/)
(l— 3. 4.5: Sender’s Country Code —>
</location>
</aslocatedEntity>
<fassignedPersond
{represented0rganization classCode="0RG™ determinerCode="FNSTANCE™>
<assignodEntity classCode="ASSIGNED"> .
' {representedOrganization classCode="0RG" determinerCode="INSTANCE™>
{name>C. 3. 2{/haie>
¢1—.C.2.2: Sender’s Organisation —>
{/representedlrganization
</assignedBntity>
+ {/representeddrganization>
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{/assignedEntity> .
£ /author>
{primaryInformationRecipient typeCode="PRCP™>
<assignedBntity classCode="ASSIGNED>
{assignedPerson classCode="PSN" determinerCode="INSTANCE™>
{name?
LprafixdJ2. 18, 2 prefizd
<— @882 18.2: ZEF FEEE
(Family»J2. 18, 3(/fanily>
<|— @8a]2. 18.3: BfEFH & —
<given>J2. 18. 4</given>
{1-- 80612, 18. 4: {54 H —
</name>
¢/nssignedPerson>
{representedOrganization classCode="ORG” determinerCede="INSTANCE™>
<name>J2, 18, I</name>
4— 8882, 18. 1: FEH ML —
{/representedOrganization?
{/assignedEntity>
</primatvInformationRecipient>
{/controlactEvent>
</subjectOf1>
<subjectOfl typeCode="S5UBJ">
{controlActBvent classCode="CACT" moodCode="EVN">
¢id mssigninghuthorityName="C. 1.9, 1.r. 1”7 extension="C.1.9. f.r.2" root="2 16.840. 1. 113883.3,983.2.1. 3. 3"/
<|-- C.5.9.Lr [ Source(s) of the Case Identifier (repeat as necessary} ¥l —>
¢l— C.1.9.1. 1.2 Case Identifier(s) #1 —>
¢/controlActEvent>
{/subject0f1>
{subjectOfl typeCode="SUB]">
<controibctBEvent classCods="CACT" moodCode="EVN">

<id assigninghuthorityNane="C.1.9,1.r.1" extensiocn="C.1.9.1.r.2" root="2. 16.840.1.113883.3.989.2.1.3.3"/>
¢<l— €. 1,9.1.1. 1! Source{s) of the Case Identifier (repeat as necessary) #2 —>
{l— €. 1.9.1, 1.2 Case Identifier(s) #2 —>
¢/controlActEvent>
{/subjectOfl>

{subjectOf2 typeCode="SUB]">
<mvest1gat10nCharacterlst1c classCoda-— 0BS” moodCode="EVN">
<code code="1" codeSysten="2. 16,840, 1, F13883. 3. 989. 2.1. 1. 23" codeSysteuVersion="1,0" displayName=" mhReportType H
¢valus xsiitype="CE" code="C.1.3" codeSystew="2. 16.&40. 1, 113883, 3.989. 2. 1. 1. 2" codeSystemVersion="2.0"/>
{l— C.1.3 Type of Report —>
{/investigationCharacteristic>
{/subject0fe>
<subjectOfZ typsCode="SUBJ">
{investigationCharacteristic classCode="CBS” moodCode="EVN"> ) .
{cade code="2" codeSystem="2, 16.840, 1. 113883, 3,989, 2. 1. 1. 23" codeSystenVersion="1 0" displayName="otherCaselds"/>
{value xsiitype="BL" value="true"/>
<!— . 1.9.1 Other Case Tdentifiers in Previcus Transmissions —>
{/investigationCharacteristic)
¢/subject0f2>
{subject0f2 typeCode="SUB]">
investigationCharacteristic classCode="08S" moodCode="EVN™>
<code code="3" codeSystem="2. 16, 840. L. 113883, 3. 989, 2. L. 1. 22" codeSystenVersion="1, 0" displayName="nullificaticninendmentCods”/

$yalue xsiitype="CE” code="C.1. 1L I” codeSysten="32. 16, 840. F, 113883, 3. 989. 2. 1. 1.5 codeSystemVersion="2. 0"/>
¢i-- C.1.11.1: Report Nullification / Amendment —>
{/investigationCharacteristic
</sthject0f2>
<subject0f2 typeCode="SUB]">
¢investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2, 16.840. 1. 113883, 3,989, 2. 1.1, 23" codeSystemVsrs:gon— 1.0" displayName="

pullificationAmendmentReason”/>

{value xsi!type="CE™>
<original Text>t. 1. 11. 2</original Text>
<l— €.1.11.2: Reason for Nullification / Amendment >
<fvaluey
¢/investigetionCharacteristic>
¢/subject0f2>
{subject0f? typeCode="SUBI">
{investigationCharacteriztic classCode="0BS" moodCode="EVN">
¢oods code="1" codeSystem="2. 16,540, 1. 113883. 3.989. 5. 1. 3.2. 1. I2" codeSystenVersion="1. 0" displayName="SRI&ES (B&EHR "/
¢value. xsiitype="CE" code="J2.1a” codeSystem="2, 16. 840. 1. 113883, 3,989, 5,1.3.2. 1.1 cedeSystenVersion="1.17/>
<I— g8e12. 1a: HEBIES HESE —
{/investigationCharacteristic?
</subject0f2>
{subjectOf? typeCode="SUB]">
¢investigationCharacteristic classCode="0BS” moodCode="E¥YN">
<code code="2" codeSystem="%. 16.840. I, 113883, 3. 989, 5. 1. 3, 2. 1. 12" codeSystemVersion="1. 0" displayNamafﬂ“‘jEﬁﬁ o
Cvalue xsiltype="TS8" value="20130107"/>
<l— 88872.2.1: HERER —
{/investigationCharacteristic>
{/subjectDf2>
<subject0f2 typeCode="SUBI"™>
¢investipationCharacteristic classCode="0BS” moodCode="EVN">

-~ I8 —



T

{code code="3" codeSystem="2.16. 840. 1. 113883, 3. 889. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="$}&RE HiZf8+ 5 I A
[iFps ’
{value xsi:type="ED">J2.2.2<{/value>
<I-- egeJ2.2.2: MEBHATETIaAT T —>
{/investigationCharacteristic> ’
¢/sub jectOf2>
. {subject0f2 typeCode="SUBF">
{investigationCharacteristic classCode="0BS" moodCode="EVN"> . .
{code code="5" codeSystew="Z. 16. 840, 1. 113883, 3. 989.5.1.3. 2. 1, 12" codeSystemVersion="1. 0" displayName="$fis3t&H.7 577/
<value xsiitype="CE” code="J2.8.1" codeSystew="2. 16. 840, E. 113883, 3.989. 5. 1. 3. 2. L. 6" codeSystenVersion="1 £"/>
<1— @828 11 WEARATTF — ;
</investigationCharacteristic>
{/subjectOf2>
{subject0f2 typeCode="SUB]"> .
{investigationCharacteristic classCode="0B5" moodCode="EVN">
{code code="8" codeSystem="2, 16, 840, 1, 113883, 3, 988.5. 1.3, 2. L. 12" codeSystemVorsion="1, 0" displayName="$ &0t B N OHEHR"/>
{value xsi:type="BED">J2.8. 2{/value>
<l— e2@J2.8.2: |EARA OB —>
{/investigationCharacteristic>
¢/subjectOf2>
</investigaticnEvent>
</subjacty
</controlActProcess>
</PORR _IN049016UV>
{}— Message il —>
<!— MWessage #2 —>
{}— PORR_IND49016YY —>
¢1— /PORR_INO4S0ISUV —>
{l— Message #2 —> '
<¢receiver typeCode="RCY™>
<device classCode="DEV" determinerCods="INSTANCE™>
{id extension="N. 1.4" root="2.16, 840. 1. 113883,3.989.2. 1. 3. 14" />
<{I— N.1.4: Batch Receiver Fdentifier —>
{/device>
</receiver>
<{sender typeCode="SND"> : .
{device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N. 1. 3" root="2.16, 840, £. 113883, 3,980, 2. 1.3, 13" />
<l— N,1.3: Batch Sender Identifisr —>
{/device> '
{/sender>
</MOCT_INZ00100UV01> ' ;
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XPath /MCCI_IN200100UV01l@ITS Version="XML_1.07[@xsi:schemal.ocation="urn:h17-
orgiva » _ '
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIr]/controlActProcessl@classCod
e='"CACT)[@mood Code="EVN'] /subject[@typeCode="SUBJ'l{1)/investigationEvent
[@classCode=TNVSTG'l[@mood Code='"EVN/subjectOf2[@typeCode="SUBJ "] [inve
stigationCharacteristic/code [@code=' 1'[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.121] [l]linveétigationCharacteristic[@classCodez’OBS'] [@moodCode="EVN'
I/valuel@xsitype='CE1l@codeSystem='2.16.840.1.113883.5.989.5,1.3.2.1.1//@code

XPath /MCCI_IN200100UV01l@ITS Version="XML, 1.0'][@xsi'schemaLocation="urn:hl7-

{codeSystem | org:va . ' |

Version) MCCI_INZOO 100U V01.xsd l/PORR_IN049016UVI[x)/controlActProcessi@classCod

¢='CACT][@mood Code=TVN'/subjectl@typeCode="SUBJ] [1}/investigationEvent
[@classCode="INVSTG'Il@mood Code="EVN'l/subjectOf2[@type Code='SUBJ"] [inve
stigationCharacteristic/codel@code="1"][@codeSystem="'2.16.840.1,113883.3.989.5.
1.3.2.1.121][1}investigation Characteristicl@classCode="OBS' [@mood Code="EVN'
Ivaluel@xsi:type='CE]l@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1'/@code

System Version

J2.1b MBS (FE)
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XPath /MCCI_IN200100UV01[@ITS Version="XMI._1.0[@xsi:schemalocation="urn:hi7-
orgiv3
MCCI_IN200100UV01.xsd'l/PORR_IN0490 IGUV[l]fcontlolActProcess[@cIassCOd

e='"CACT'l[@mood Code="EVN'I/subjecti@typeCode="SUBJ] [1]/1nvest1gat10nEvent

[@classCode="INVSTG[@mood Code="EVNT/id[@root='2.16.840.1.113883.3.989.5.
1.3.2.3.1'1[1//@extension

J2.2.1 #EEHR
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XPath /MCCI_IN200100UV01[@ITSVersion="k ML,_1.0'l[@xsi:schemaLocation="urn’hl7-
) orgvad |
MCCI_IN200100UV01.xsd' ]/PORR IN049016UV[xl/controlActProcessi@classCod
e='CACT ) [@mood Code="EVN1/subjectl@type Code='"SUBJ I[1}/investigationFvent
[@classCode=TNVSTG @mood Code="EVN'l/subjectOf2[@typeCode="SUBJ'Tlinve
stigationCharacteristic/code [@code="21{@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.129][1)/investigationCharacteristic [@claséCodeﬂ'OBS'] [@moodCode="EVN'
Iivaluel@xsitype="TS'l/@value :
J2.2.2 SEEEARICETSaAL b
TH B fJ2.2.1 SRE H ) 12oWT, BUFIOR 5, ﬁ%#%?&%A IR 5,
H— RN, rc 14 W8I b BN ENAF Shiz Al & N221 85k
Huy BRRY
ﬁ%%Z%%ﬁﬂO%l@%b<M%Sﬁﬂﬁ%?ﬁ%%l@%b(ﬁ%ZELE
5 PEHREER L TWA D &%, BUEIRSEE U RS HIARR RS AN U
TVBHEA
- 30 (Rid 15) AMADOREHRTHILBL TN s, B #ﬁ%%&iﬁ‘é Al
IEAMERIC LD 15 (U 7) BEROWMEORRTHD Z LR LIRS
FoHLS B 2L '
s 8l 10000AN
R B h i
XPath /MCCI_IN200 100UV01[@ITSVe1 31on='XML 1. 0] [@xsi:schemaLocation="urn:h17-

org:va

MCCI_IN200100UV01.xsd /PORR_IN049016UV xl/eontrolActProcessl@classCod
e='CACT"l[@mood Code="EVN'l/subjecti@typeCode="SUBJ" 1[1}/investigationEvent

[@classCode=TNVSTG' [@mood Code="EVN'/subjectOf2f@typeCode="SUBJ1[inve

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

1.3.2.1. 12'1][1}/investigati0n0haracteristic[@c]assCode=‘OBS'] [@moodCode="EVN'

Ivaluel@xsiitype="ED ]/text()
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XPath

MCCL IN200100UVO1[@ITS Version="XML_1.0'] [@xsiischemaLocation,-—"-urnIhl'?-

org-v3

MCCI_IN200100UV01.xsd /PORR_IN049016UVIr}/controlActProcessi@classCod
e="CACT' [@mood Code="EVN/subject[@type Code="SUBJ'|[1]/investigationEvent
[@classCode='INVST(_}‘] [@mood Code="EVN/subjectOf2[@typeCode="SUBJ1linve
stigationCharacteristic/codel@code="4'l{@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.127][1)/investigationChavacteristicl@classCode='"OBS'l [@mood Code="EVN'

| Wvaluel@xsitype="CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2'/@code

XPath
{codeSystem

Version)

/MCCIT_IN200100UV01[@ITSVersion="XML_1.0[@xsi'schemalocation="arn:hl7-
orgvad

MCCI_IN200100UV01.xsd'/PORR_IN049016 UVIxl/controlActProcessi@classCod
e='CACT' @mood Code=EVN'l/subject@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG' I [@mood Code=EVN1/subjectOf2l@typeCode='"SUBJ'] [inve
stigationCharacteristic/codel@code="4'1l@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12M[1}/investigationCharacteristicl@class Code="OBS'H@mood Code="EVN'
Ivaluel@xsitype='"CIil[@codeSystem='2.16.840.1.113883.3.989,5.1.3.2.1.2]/@

codeSystemVersion
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XPath

MCCI_TN200 lOOWOI[@ITSVersmn KMIL_1. U] [@xsi‘schemaLocation="urn'hl7-
orgva -
MCCI_IN?.OO 100UV01 .xsd']/ PORR_IN049016UV|rl/controlActProcess(@classCod
e="CACT] [@modeode='EVN']/subject [@typeCode='SUBJ'[[1)/investigationEvent
[@classCode="TNVSTG'] [@moodCodeQEVN']/comp onent[@typeCode="COMP'ladv
erseRventAssessment][1)/adverse EventAssessment[@classCode=INVSTG] [@mo
0d Code="F;VN'/subject L[@type Code="SBJ'{[1]/primaryRole[@classCode="INVSB'
VsubjectOf2[@typeCode="SBJ Horganizer/codel@code="4' [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20' [ 1]/organizerl@classCode="CATEGORY T[@moodCode='E
VN'//component[@type Code='COMP'] [substanceAdministration/id] [k]/substanceA
dministration[@classCode='"SBADM'[@mood Code="EVN/consumable[@type Code
=(CSM'] [1}/instanceOfKindl@classCode="INST/kind OfProductl@classCode="MM
AT} @determinerCode="KIND%/asManufactured Productl@classCode=MANUY/su
biectOfl@typeCode="SBJ'[characteristicl[1)/characteristiclcode]@code="1'][@code
Systern='2.16.840.1.113883.3.989.5.1.3.2.1.101][1][@classCode="OBS'][@mood Cod
e="EVN'/valuel@xsi:type='CE1 [@codeSystem:'2. 16.840.1.113883.3.989.5.1.3.2.1.
3/@code

XPath
(codeSyste m

Version)

/MCCI IN200100UV01[@ITSVersmn—'XML 1.0 [@xsi:schemaLlocation="urn:hl7-
orgwvd
MCCI_IN2OO lOOUVO1.xsd‘]/PORR_INO49'OIGUV[r]/controlAc'tProcess[@classOod

e='CACT] [@moodCodeZ‘EVN’]/subject[@typeCode='SUBJ-‘] [1)/investigationEvent

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

odCode="EVN'/subjectl{@typeCode="SBJ{1]/primaryRole{@classCode=TNVSBJ'
VsubjectOf2[@typeCode="SBJ [organizer/codel@code="4"1[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20] [1)/organizer[@classCode='CATEGORY H@mood Code="E
VN/componentl@type Code='COMP'] [substanceAdministration/id}[k]/substanceA
dministration[@classCode="SBADM'] [@moodCode="EVN'l/consumable[@typeCode |-
“'CSM‘] [1)instanceOfKind [@classCode=TNST/kindOfProductl@classCode="MM
AT"|@determinerCode="KINDl/asManufactured Product[@classCode="MANU'l/su
bjectOfl@typeCode="SBJ Hcharacteristicl[1)/characteristiclcodel@code='11l@code

System='2.16.840.1.113883.3.989.5.1.3.2.1.10]][1}[@classCode="OBS'l [@mood Cod
e='EVN/valuel@xsitype="CE] [@codeSystem="2.16.840.1.113883.3.989.5.1.3.2. 1.

o

3/@codeSystemVersion
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THI L, ' _

2AN
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/MCCI_INZOO 100UV01[@ITSVersion="XML_1.01 [@xsi:schemalLocation="urn‘hl7-
orgiva

MCCI_IN200100UV0 1.xsdI/PORR_IN049016UV[r)/controlActProcessl@classCod
e='CACT[@moodCode="EVN'] /subject [@type Code='SUBJ 'l‘[ 1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'/component[@type Code='COMPl[adv
erseFBventAssessment] [1]/adverseEventAssessmentl@classCode=TNVSTG [@mo
odCode="EVN"/subject1[@typeCode="SBJ'][1]/primaryRole[@classCode="INVSBJ’
VsubjectOf2f@typeCode="SBd lorganizer/code[@code="4] [@codeSystern='2.16.840.
1.113883.3.989.2.1.1.201][1}/organizer[@classCode='"CATEGORY 'H@mood Code="E
VN'] /component[@typeCode="COMP'] [substanceAdministration/id] [ll/substanceA
dministration[@classCode='SBADM'1[@mood Code="EVN'l/consumable[@type Code
='0SM'[1}/instanceOfKindl@classCode=INST/kind Of Product[@classCode="MM
AT [@determinerCode=KIND'}asManufactured Product@classCode=MANU"/su
bjectOfl@typeCode="SBd'] [approvall [1]/approval[@élassCode*—"CNTRCT'] [@mood
Code="EVN'l/p ertinentinformation[@typeCode:'PE'RT’] [1]/policyl@classCode="PO
LICYH@moodCode="EVN'l/codel@codeSystem="2. 16.840.1.113883.3.989.5.1.3.2.1.
4'l/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UVO01[@ITS Version="XML_1.0l[@xsi:schemaLocation="wn:h17-
orgvag '
MCCI_IN200100UV01.xsd')/PORR_IN049016UVIxl/controlActProcess(@classCod
e='CACT[@mood Code=EVN'/subject@typeCode="SUBJ"}[1//investigationEvent
[@clasqudeZ’INVSTG'] [@moodCode="EVN'/component[@typeCode='COMP1ladv
erseEventAssessment][1]/ adverseEventAssessment[@cléssdee=‘INVSTG'] [@mo
0odCode=EVN'/subject1@typeCode="SBJ[1l/primaryRolel@classCode=TNVSBJ’
l/subjectOf2[@typeCode='SBJ"l[organizer/codel@code='4'l{@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1[1)/organizer@classCode='"CATEGORY'{@mood Code="E
VN'l/component[@type Code='COMP']|substanceAdministration/ idl[k)/substanceA
dministrationf@classCode="SBADM'H@mood Code=TEVNl/consumable[@type Code
='CSM'[1]/instanceOfKind[@classCode="INSTT/kind OfProductl@classCode="MM




AT'][@determinerCode="KINIY'l/asManufacturedProduct@classCode=MANU/su

bjectOfl@typeCode="SBJ'H[approvall [1]/app1'0va1[@classCode='CNTRCT’] [@mood

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

LICY'll@mood Code="EVNY/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
Al/@codeSystem Version
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XPath

(value)

| MCCI_IN200100UV01[@ITSVersion=XML_1.0 [@XsiIschemaLocationﬂ'ui'ﬁth -

orgvd

MCCI_IN200100UV01.xsd'/PORR_IN0490 16UV[r}/cont1 olActProcess|@classCod
e='CACT][@mood Code="EVN'l/subject|@type Code="SUBJ1[1)/investigationEvent
[@classCode="INVSTG][@mood Code="EVN'l/component[@typeCode="COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[{@mo
odCode"—"'EVN']lsubjectl[@typeCode='SBJ N1l/primaryRole [@class‘CodeZ';[NVSBJ '
l/subjectOf2[@typeCode="SB.J'] [01‘ganizer/code[@code=‘4‘] [@codeSystem="2.16.840.
1.113883.3.989.2.1. 1.20M[1}/organizerl@classCode='CATEGORY'l[@mood Code="F;
VN'l/component. {@:typ eCode="COMP'][substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1V/instanceOfKind[@class Code=‘INST']/subjectOf{@typeCodeﬂ‘SBJ N/obse
rvationEventlcodel@code="2[@codeSystem="2.16.840.1.113883.3.989, 5.1.3.2.1.10'
1[@classCode="0BS'l[@mood Code="EVN'l/value[@xsi:type='CE[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'1/@code ‘

XPath
(null

flavor)

/MCCI IN200100UV01[@ITSVersion="XML_1.0' [@xsischemaLocation="urn:hl7-
arg-vs -
MCCI_IN200100UV01.xsd'I/PORR_IN049016UVI[r]/controlActProcessl@classCod
e='CACT'][@mood Code='EVN/subjecti@typeCode='SUBJ'][1]/investigationKvent
[@classCode=TNVSTG  [@mood Code="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessmentl{1}/adverseEventAssessment[@classCode=TNVSTG][@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'1[1}/primaryRole[@classCode=TNVSBJ'
VsubjectOf2[@typeCode="SBJ'l[organizer/code[@code="4"l [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizerl@classCode="CATEGORY'| [@mood Code="E
VN'/ecomponentl@type Code='COMP'l{substanceAdministration/id] [1)/substanceA
dministr ation[@classCodefSBADMﬂ [@mood Code="EVN'l/consumable[@typeCode
='CSM'1[1)/instanceOfKind[@classCode=TNST V/subjectOfl@typeCode="SBJ ' l/obse




rvationEventlcodel@code="21@codeSystem="2. 16.840.1,113883.3.:989.5.1.3.2.1.10"
T1l[@classCode="0BS1[@moodCode=EVN'/value[@xsi:type="CE'H@codeSystem
='2.16.840.1.113883.3.989.5.1.5.2.1.5)/@nullFlavor

XPath
(codeSystem
Version)

/MCCI_IN200 IOOUVC)l[@ITSVersmn XML_1.0i@xsi:schemalocation="arn'h17-
org:v3

MCCI_IN200100UV01.xsd'l/PORR _ IN049016UV[1}/controlActProcess[@claSSCod
e='CACT1@mood Code="EVN'l/subject[@typeCode="SUBJ"1[1}/investigationEvent
[@classCode=TNVSTG[@mood Code=EVN/component@typ eCode="COMP'l[adv |
erseEventAssessmentl[1l/adverseEventAssessment[@classCode=TNVSTG' [@mo
odCodeZ’EVi\T']/subjectl[@typeCode=‘SBJ M1l/primaryRolel@classCode="INVSBJ'
l/subjectOf2[@typeCode="SBJd'llorganizer/codei@code='4"[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11{ 1)/organizer[@classCode='CATEGORY ' [@mood Code='E
VN'/component|@typeCode="COMP'}[substanceAdministration/id]k}/substanceA
dministration{@classCode="SBADM'l[@maod Code=EVN'l/consumable[@typeCode
= CSM'I[1)/instanceOfKind[@class Code='TINST'l/subjectOf[@typeCode="SBdl/obse
rvationBvent[code[@code='2][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
N[1][@classCode="0BS' [@mood Code="EVN/valuel@xsi:type='"CE][@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5')/@codeSystem Version A

J2.7.1 5T,

%%TE%

THHBHA

FHMEICONT, RETMENIZE TREOED ZHRT,

RHTE

ﬁﬂﬂfr«\%EIE@HJﬁﬁﬁwTLrb\f;u\b;%éi RETHE L Lfﬁﬁﬁbﬁré L.

B ETHRERCHEAEREAFLESSR B TR T#HE L LTRET 5, HLT
ek hEHShEa—RFERWTERTLZ &,

F— 1

HL7 22— F 10A

EEa

active=k5T
completed=5T

XPath

JMCCI_IN200100UV01l@ITSVersion="XML_1.0 ][@XSI schemal.ocation="urn:hl7-

orgva

MCCI_IN200100UV01.xsdl/PORR_IN049016 UVlxl/controlActProcess[@classCod
e="CACT'[@mood Code="EVN'l/subject@typeCode="SUBJ'H[1]/investigationEvent

[@elassCode=TNVSTG1[@mood Code="EVN/statusCode/@code

J2.7.2 RFE

Te@ETd= A b

HERY

RETHEORER, RETHREOHERBETT,

R IE

mL

F— 7l

10000AN

AR

H Rl




XPath

/MCCI_IN200100UVO1[@ITS Version=XMIL_1.0'l@xsi:schemalocation="urn:h17-
org:v3 ' :
MCCI_IN200100UV01.xsd'l/PORR,_IN049016UVIrl/controlActProcessl@classCod
e='CACT] [@mood Code="EVN'l/subjectl@typeCode='SUBJ'[1)/investigationFvent
[@classCodefINVSTG'}[@moodCode:'EVN']/comp onent[@typeCode="COMPHadv ,
erseBventAssessment][1)/adverseEventAssessment[@classCode="INVSTGT[@mo
0dCode="EVN'l/component1[@typeCode="COMP'l[observationEventlcodel@code=! |
3/|[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'111{1)/observationEventl@c
lassCode="0BS'll@mood Code="EVN/value [@xsitype="ED'/text( '

J2.8.1 %

N7 7

HHEBHHA

FIE PRI SR IR AE B T35 C L B DSBS DB AT TR
Do :

FOALT

YT IHA 0L =GN 2R L,

F—pm

1N

R

1= 2 ) a4

XPath

/MCCI IN200100UV01[@ITS Version=XMI, 1.0l [@xsi:schemaLocation="urn:hi7-
orgivyd .

MCCI_IN200100UV01.xsd' T/PORR_IN049016UV[x)/ coﬁtroiActPfocess[@classCod
e='CACT'][@mood Code="EVN'l/subjecti@typeCode="SUBJ|[1l/investigationFvent
[@classCode=TNVSTG[@mood Code="EVN'/subjectOf2l@typeCode="SUBJ[inve
stigationCharacteristic/code[@code='5'l [@codeSystem='2.16.840.1.113883.3.989.5,
1.3.2.1.121[1)/investigationCharacteristicl@classCode="OBS'l[@mood Code="EVN'

' 1/va1ue[@xsi:typq:'CE'] [@codeSystem="2.16.840.1.113883.3.989.5,1.3.2.1.6'/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITS Version=XML_1.0'}[@xsi:schemal.ocation="urn:hl7-
orgwvad

MCCI_IN200100UV01.xsd /PORR_IN049016UV/r)/controlActProcess[@classCod
e='CACT"] [@moodCode:'EVN']/subject[@typ eCode="SUBJ][1)/investigationEvent
[@classCode=TNVSTG1[@mood Code=EVN'] /subjectOfZI[@ty;;e‘CodeﬂSUBJ Minve
stigatiqdnCharacteristic/code [@code="5"1[@codeSystem="2.16.840.1.113883,3.989.5.
1.3.2.1.12711)/investigationCharacteristic[@classCode='OBS'] [@mood Code="EVN" .
Iivaluel@xsitype='CE1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'//@

codeSystem Version

J2.8.2 #&

RN DB

TH H ]

mW%ﬁ%%%xm@%EEWﬁ%mxmr;%%ﬁ%%QEM%%&ra%ﬁmﬁ
AT H BB TR B, ‘

B R

Lo

555

10000AN

B Rk

R E




XPath -

MCCL_IN200100UV0@ITS Version="XMIL,_1.01[@xsi:schemalocation="urn:hl7-
orgvd ' |
MCCI_IN200100UV01.xsd VPORR_IN049016UVIrl/controtActProcessl@classCod
e='CACT'][@mood Code="EVN'/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN/subjectOf2[@typeCode="SUBJ llinve
stigationCharacteristic/code[@code="6"1[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.127[1VinvestigationCharacteristic[@classCode="0BS'] [@mood Code="EVN'
Iivaluel@xsitype="ED"/text(

J2.9 RUSEOWRRE

FETE | BIEERISE OBRA T, R 2443 H 6 BATERT 0306 BIF AN IE EEAR

@ TSI B BEREN A F7 4 ] O—8RIE2WT] DR
BRI AR B MR TAEN A R4 ] KD RESNCRENERERT 5.
| SERT IR 2L ‘

F—ZF | 10000AN

A H B

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"lf@xsischemalocation="urn:hl7-
orgva

MCCL IN200100UV01.xsdVPORR,_IN049016UV[xl/controlActProcessl@classCod
e="CACT'l[@mood Code="EVN'l/subjectl@type Code="SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG[@mood Code="EVN/component|@typeCode="COMP]{adv
erseEventAssessment][1)/adverseEventAssessmentf@classCode=TNVSTG'[@mo

0dCode="TVN/component 1[@typeCode="COMP'l[observationEventlcode[@code="
4'||@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'/]/[1]/observationEventl@c
lassCode="0BS'l[@mood Code="EVN/valuel@xsi:type="EDVtext(

J2.10 %O

T H e a3l A D BIE I HTT 5 REH OIS LE & 5B ORRIT OV TR
' 45,

i @ap s L

F—F 10000AN

FFRE H B




XPath

MCCI_IN200100UV0 1{@1TSVersion=’XML_1.0'] [@xsischemal.ocation="urn:hl7-

| org:v3

MCCI_IN200100UVO1. xsd]/PORR IN049016UVIx]/control ActProcessi@classCod
e='CACT] [@moodCode—‘EVN']/sub;ect[@typeCode’““‘SUBJ N[1)/investigationEvent
[@classCode="TNVSTG'[@mood Code="EVN'/component{@type Code="COMP'l[adv
erseEventAssessment] [1}/adverseEventAssessment[@classCode="INVSTG] [@mo
0dCode="EVN'l/component 1[@typeCode="COMP'l[observationEventlcode [@code="
5'll@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'[[1}/observationEventl@c
lassCode='"0BS1[@mood Code="EVN'/valuel@xsitype="ED I/text(

J2.11 FDOMBEHIES

TH B T OMBE L HEHEE T 5,

FCEL A B mL

FH— & Al 10000AN

B H B FER

XPath /MCCI_IN200100UV01[@ITSVersion=XML 1.0'll@xsi:schemal.ocation="urn:hl7-
org.v3d

MCCI_IN200100UV01.xsd'lVPORR_IN049016UVIrl/controlActProcessi@classCod
e="CACT"l[@mood Code="EVN/subject[@typeCode='SUBJI[1)/investigationEvent
[@classCode=TNVSTG'] [@mo0dCode='EVN']/component [@typeCode="COMP1adv
er seEvehtAssessment] [1)/adverseEventAssessment|@classCode="TNVSTG][@mo
0dCode="EVN'l/component1[@typeCode="COMP' ohservationEventlcode[@code="
6'1[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1. 1011 [1)/observationEvent[@c

lassCode="0OBS' ][@moodCode='EVN']/value[@xs1 type—'ED ]/text()

J2.12 BBBSER

A B TRBRFHHE FoFEE L O 2 127 2 RSE O JREREL Y E%’E%ﬁ‘_o
| FeiE | EREER BB L VARV A T, VRIRSHTR R RO LV 5P = —
REsTozd, '
F—&F | T0AN
HRE | Bhk ,
-1 XPath MCCI IN2OO 100UVOH@ITS Version=XML_1.0"l[@xsi:schemaLocation="urn:h17-

org:v3

MCCL IN200100UV01. XSd’]/PORR IN049016UVIx)/controlActProcessl@classCod

e='CACT"][@mood Code="EVN'l/subjectl@typeCode='"SUBJ'}[1)/investigationEvent
[@classCode=TNVSTG T [@mood Code="EVN/componentl@type Code="COMP'adv

‘erseBventAssessment][1]/adverseEventAssessmenti@classCode="INV STG’] [@mo

odCode="EVN/subject1[@typeCode="SBJ1[1}/primaryRole[@classCode="INVSBJ'
I/subjectOf2l@typeCode="SBJlorganizer/code[@code="4"[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11[1)/organizer|@classCode='CATEGORY {@mood Code='E
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VN'l/component[@typeCode='"COMP'l[substanceAdministration/id}/substanceAd
ministration[@classCode='SBADM[@mood Code=EVN'{¢consumable/instanceOf
Kind/kindOfProduct/asSpecialized Kind/generalizedMaterialKind/code/originalTe
xt][1)/consumablel@typeCode="CSM{1)/instance OfKind [@classCode=TNST)/kin
dOfProduct[@classCode=MMAT'][@determinerCode="KIND'//asSpecializedKind[
@classCode="GEN[1]/generalizedMaterialKind[@classCode="MAT'[@determiner
Code="KINDl/code/originalText/text( ‘

J2.13x1 JEHEE

BRI, e 3HREEORRG EEEDCRHERE TR T 5.

H H R

FOHCT 5 BREERECRH L TOWRWESIE, EME4a2 e,

F— &Il 2N ‘

B YL |

XPath /MCCI IN200100UVO01{@ITS Version="XML_1.0"1[@xsi'schemaLocation="urn:hl7-
org.v3 ' .
MCCI_IN200100UV01.xsd J/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'][@mood Code="EVN/subjectl@typeCode="SUBJ'l [1//investigationEvent
[@classCode=TNVSTG T [@mood Code=EVN'/component[@typeCode="COMP1[adv
ersefventAssessmentl[1]/adverseEventAssessment|@classCode=TINVSTG'[@mo
0dCode="EVN')/subjectl[@typeCode="SBJ [ 1}/primaryRole[@classCode="INVSBJ'
]fsubjectOfZ[@typeCode:'SBJ [organizer/codel@code='1][@codeSystem='2.16.840.
1,113883.3.989.5.1.3.2.1. 1171 [xJ/organizer{@classCode='"CATEGORY [ [@mood Code
='EVN']/component[@typeCodeZ‘COMP‘]/observation[@classCode=’OBS'] [@mood
Code="EVN[code[@code="7"1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1. 10"
Ivaluel@xsitype=TNT l/@value

J2.13.r.2 R&HEM ‘

HH B WD T, FaiBRoBRHERECEHR S O ARBRBZIET 5,

RO BB EEUEL R L T2 BaE, RBEERT5 2R TE 5, IRREHERE
EBRREELTOAWESIC I, MREGEECER L OO SHRBZRET5 2
Lo [l OIESREMEREE CTHROKBEHR L THHAR. I~ TR TRl
ThHZE,

7 — & Al 1000AN

FEAE R L :

XPath /MCCI_IN200100UV01@ITS Version=XML_1.0'} [@xsi3schemgLocation='urn1h17'
org:vy ' :

MCCI_IN200100UV01.xsd' T/PORR_IN049016UV[r)/controlActProcessl@classCod
e='"CACT'|[@mood Code="EVN'l/subject [@typeCode:’SUBJ 1[1)/investigationfvent
l@classCode=TINVSTG ' [@mood Code="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment}[1]/adverseEventAssessment [@classCode="INVSTG[@mo

11




odCode="EVN"/subject l[@typeCode="SBJ1[1)/primaryRole[@classCode="TNVSBJ'
V/subjectOf2[@typeCode="SBdl[organizer/code[@code="1"@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2. 1. 11} [r}/organizer(@classCode='CATEGORY'| [@mood Code
="EVN'l/component[@typeCode="COMP l/observation[@classCode="0BST[@mood
Code=EVN'[code[@code='81[@codeSystem=2.16.840.1.113883.3.989.5.1.3.2.1. 10"
Nivaluel@xsitype="ED'l/text( '

J2.18.r3 BARHE

H B A

7 B ROV B I 1 S & 410 2 BRI B T

R R

E e BRI oG ERFHERE H:i%_’a‘:%ﬁj LTCWAEA, AT 22 L BT
5o IRBRETIE T2 R LTzl MBS, BIES XDt o— REZEIR LT
wEHTA I L, ' '

1IN

B 5 2

/MCCI_IN2001000V01[@ITS Version=XML_1.0] [@xsiCschemaLocati0n='urnih17_-
orgv3 : - . )

MCCI_IN200100UV01.xsd /PORR_IN049016UVIxl/control ActProcessi@classCod
e='CACT'] [@mood Code="EVN'l/subjectl@type Code="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG[@mood Code=EVN'l/component[@typeCode='COMP'|{adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG] [@mo
odCode=EVN'l/subject1f@typeCode='"SBJ'l[1}/primaryRolel@classCode=TNVSBJ'

l/subjectOf2[@typeCode="SBJ"organizer/code[@code="1[@codeSystem="2.16.840.

1.113883.3.989.5.1.3.2.1.11'1][¢l/organizer[@classCode="CATEGORY'| [@mood Code
="BVN'/comp onent[@typeCode='COMP‘]/observat‘io‘n[@classCode:'OBS'} [@mood

Code=EVNTlcode[@code="9][@codeSystem=2.16.840.1.113883.3.989.5.1.3.2.1.10
]]/value:[@xsiityp(a:'CE_‘] [@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.7'1/@cod

e

XPath
(codeSystem

Version)

/MC CI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi‘schemal.ocation="urn’h17-
org.v3d :
MCCI_IN200100UV01.xsd'/PORR_IN049016UVIx)/controlActProcessl@classCod
e="CACT ] [@mood Code="EVN/subjecti@typeCode="SUBJ"|[1]/investigationEvent
[@classCode=TNVSTG T [@mood Code="EVN'/component[@typeCode="COMP'] [adv
erseBventAssessment][1]/adverseEventAssessmentl@classCode="INVSTG][@mo
0dCode="EVN'l/subject1[@typeCode='SBJ'|[1]/primaryRole[@classCode="INVSBJ'
]fsubjectOfZ[@typeCode:'SBJ Nforganizer/codel@code="1"Tl@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1. 1111 -l /organizerl@classCode="CATEGORYl [@mood Code
=EVN'/componentl@typeCode='COMP'l/observation[@classCode="OBS1[@mood
Code=EVN1lcode|[@code='91[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'

1I/valuel@xsi:type='CE'l[@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2. L7l/@cod
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eSystem Version

J2.13.x.4 BIEPOES OHE

HEMWA W DR BRE AR R OB O BE T

EGk WS o1 RIECI72 < Boolean THEYE NV A Ttrue=H | %, WRVWEE I Halse=
B ABIRTEZL.

F—& Boolean 10A

A true=74
false=1E . .

XPath /MCCL_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn‘hl7-
org:v3

MCCT_IN200100UV01.xsd'V/PORR_IN049016 UVIrl/controlActProcessl@classCod
e="CACT][@mocd Code=EVNT/subject@typeCode='"SUBJ'| [1//investigationEvent
[@classCode="INVSTG' [@mood Code="EVNl/component[@type Code='"COMP'] [adv
erseEventAssessment][1//adverseEventAssessment[@classCode="INVSTG ] [@mo

0d Code="EVN"/subject 1[@typeCode="SBJ'I[1]1/primaryRole[@classCode="INVSBJ'
l/subjectOf2l@type Code='SBJ'llorganizer/codel@code='11[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'1 [r]/organizerI@classCode:'CATEGORY’] [@moodCode

=EVN'/component[@typeCode='COMP/observation[@classCode="OBS'l[@mood
Code="EVN1[codel@code="10"[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1

0'llfvalnel@xsitype="BL/l/@value

J2.14.i R - BE&

T H A

AEBIX, E2BEHA® E.i.2.1b BIEH /HEHESE (MedDRA =— F) LEESTL
HWTWAD, BWERSEZ Lok - BEREft5+2a 2 &,

IR I3\ TSR ORI 1 2 0BE . BUERSI SN T, TITE 2
BARE, FRTE BEAHEEME AT 5, YFEE IR TSRS O e
NEEHDEET, AEBEEMET5.

RIS O F R >\ T, BURIEN BB C b 5 B A IR S O IR e

| &, BRI A OBREFETH 3B AR O FIM R 2T LIPS T

WTE DR HNT 52k, 7, PRILOHBIER, ABMPFED 8. Z0fh
DIRBANERSRSIE L CORESE 0 (1) 23BT50L,

P IE

F sl

o— MEALERLTRERT S 2 &,
IN '

FFAME

1=3R%n
2=BExn
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XPath

MCCI IN200100UV01 [@ITSVersion=XML_1.0'l[@xsi:schemalocation="urn:hl7-
orgiv3 .
MCCI_IN200100UV01, xsd'[/PORR_ IN049016UV[1']/c0nt1olActhcess[@classCod
e='"CACT'][@mood Code="EVN'//subject[@typeCode="SUBJ'[1//investigationFvent
[@classCode="TNVSTG@mood Code="EVN' ]/component[@typeCode—'COMP l{adv
erseEventAssessment][1]/adverseEventAssessmont[@classCode="INVSTG[@mo
ddCode='EVN'}/ subject1l@typeCode="SBJ'l[1]/primaryRolel@classCode="TNVSBJ'
l/subjectOf2l@typeCode="SBd'l[observationlid][codef@code='29"] [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']]][i/observation[@classCode="OBS'] [@moodCode—
'EVN']loutboundRelatlonshlp2[@typeCOde”'PERT'] [observation/codel@code="111]
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'11[1]/observationi@classCode=
'OBS'l[@mood Code="EVN'l/value {@xsitype="CEl[@codeSystem=2.16.840.1.11388
3.3.989.5.1.3.2.1.8'/@code ’

XPath
{codeSystem

Version)

/MCCLIN200 IOOUVOI[@ITSVersmn—‘XML 1.0' [@xsi: schemaLocatwn—'mn hl7-
orgivad
MCCI_IN200100UV01.xsd'l//PORR_ IN049016UV[1]/contlolActhcessI@classCod
ﬂ'CACT‘] [@mood Code=FEVN'/subject|@typeCode="SUBJ'|[1)/investigationEvent |
[@classCode=TNVSTG'H{@mood Code="EVN'l/component[@typeCode="COMP'|[adv
erseEventAssessment][1]/ adverseEventAssessment [@classCode=INVSTGE ' [@mo
0dCode="EVN")/subject1[@typeCode='SBJ'] [i]lprimaryRole [@classCode="INVSBJ'
I/subjectOf2[@typeCode="SBd'l[observation[id][code[@code="29'] [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19T1[il/observation[@classCode="0BS'|[@mood Code=
'"EVN'T/outboundRelationship2[@typeCode=PERT"]lobservation/code[@code="11']
@codeSystem='2.16.840.1.113883.3. 989.5.1.3.2.1.10][1]/observation[@classCode=
'0BS'[@mood Code="EVNl/valuel@xsi: type—'CE]{@codesystem~'2 16.840.1.11388
3.3.989.5.1.3.2.1.8'/@codeSystem Version

CARE ]

Wes K OSME BB SE TRV CL SMEi dbb\fﬁﬁ:ljﬂ@ﬁv\ﬁ ST 5%;7

| AREETRT,

o R o — PR IR LR 5 &, S |
M%ﬁqm%n\ﬁ%%&ﬁ%%vwﬁﬁli\ﬁ&%ﬁ%ﬁ®ﬁ%ﬁﬁ?é:&
T, SNEHBHEOHS. BERTorEERRT DL,

depR e 43U, RE OB R Lo CR— OBEN 2 SNESE, 1508
ELLTHIELTELI LR, TOBRICHREESZ 1 FHICTERL, iELER
LT, 2BBUBKFOMOARELRRTEZ L,

BH, F—OHBESE TR SNEEEITE, YHAREC YOV CGEIMRET 5,
DRI, WIERE ORI CHEMBEOREBLTRT 2 2 &, SHEo

AREPEED DEATRVELERAT D Z &,
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k. GEOBEBNERELRARA., WELIsZ 8,

Vel i 2A ‘
TAE 180 3166-1 77 7-2 DEa—F, BU ,
XPath /MCCI_IN200100UV01[@ITSVersion=XML 1.0'l[@xsi:schemaLocation="urn:hl7-

org-v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UVIx}/controlActProcessl@classCod
e="CACT [@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1}/investigationEvent
[@classCode=INVSTG' [@mood Code="EVN/reference[@typeCode=REFR'l[docu
ment/code[@code='21[@codeSystem='2.16.840.1.113883.3.989.2.1.1.27'l][r)/docum
enfc__[@classCodefDOC'] [@moodCode="EVNVparticipationl@typeCode="AUT')/assi
gnedEntityl@classCode='ASSIGNEDl/represented Organization|@classCode='OR
G'll@determinerCode=TNSTANCE/asLocatedEntityl@classCode="LOCE1/locatio
nl@classCode='COUNTRY'H@determiner Code="INSTANCE/codel@codeSystem=
'1.0.3166.1.2.2%@code

1d2.16 HMENFOER

HH#H

Mress KOS ERE ER S IR W T, THFER & U3 E i:iaf A EEOBE (H.1)
IR LR OE R EAREHICRT, ' '

R ik

FRRRAE VT, BRERERER, IR OFEA T, BRBRT YA (OWTE), ",

AR, EEREOLTR, RETIBTAOBH Y 227 2G50 THRERL, KR
B T2 OB-AIE, BRI HIBROA TR, in vive invitro DR % & ¥ T
Hrk, ’

SEHEE R I T, BB R Ui, WIS R4, IEOmE (s -
SRR - REOET, HHEOEEOWIT, 1 WA - BEoHE, BAO
B - BERE. TABRO TN, TaBRTTORAREOMILE), HEOWE B EORE
DU OBAIFMERA LR TH I L) 2ODTERT A2,

F—y

500AN

FPAEE

B H RRa

XPath

/MCCT_IN200100UV01[@ITSVersion=XML_1.07[@xsi:schemaLocation="arn:hl7-
org:v3 | '
MCCI_IN200100UV01.xsd l/PORR_IN049016UV[x)/controlActProcess@classCod
e='CACT'[@moodCode="EVN'l/subject[@type Code="SUBJ f1)/investigationEvent
[@classCode=TNVSTG'] [@mood Code="EVN'/component[@typeCode="COMP'|[ady
erseEventAssessment][1//adverseEventAssessment[@classCode=INVSTG' [@mo
odCode="EVN"/component1[@type Code="COMP'l[observationEventcodel@code="
127 @codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']}][1)/observationEvent[@
classCode="0BS/[@mood Code=EVN/valuel@xsiztype="ED/text()

J2.17.r BB HEOSE

HE W

PRGOS S, THRRRABL IR Xl THRERRER R ORERT,

15




WRAE | L
F— B 1N
A E 1=FRARPER B
2= ERRFERBFIE
XPath /MCCI_IN2001000V01[@ITS Version="XML_1.0'[@xsi:schemal.ocation="urn’hi7-
org:v3d

MCCI IN200100UV01.xsd/PORR,_IN049016UVlxl/controlActProcessi@classCod
—'CACT'] [@moodCode="EVN']/subject[@typeCode—'SUBJ 1[1]/investigationKvent
[@classCode="INVSTG'l{@mood Code="EVN/referencel@typeCode="REFR'][docu
ment/codel@code='21I@codeSystem='2.16.840.1.113883.3.989.2.1.1.271{x)/docum
entf@classCode="DOC] [@moodCode—'EVN Ititle/text( :

J2.18.1 SIEEEMA

HH A ICSR OZA5H Ofkh ZR7,
LRI BSLAT B A S 5 AR SR L R 5.
7 —%# | 100AN
FraE =Rk )
XPath /MCCI_IN200100UV01{@ITS Version=XML,_1. 0'} [@XSI schemaLocatlon ‘arn‘hl7-
org-v3
MCCI_ TN200100UV01.xsd /PORR, IN049016UVIrl/control ActProcessl@classCod
e="CACT'] [@moodCode“—“‘EVN‘]/subJect [@typeCode="SUBJ'l[1}/investigationEvent
. [@classCode""INVSTG ] [@moodCodé—'EVN J/subjectOf1 [@typeCode="SUBJ'licont
r olActEvent/p rimaryInformationRecipient[1]/controlActEvent [@classCode=" CAC
T [@mood Code="EEVN'/primaryInformationRecipient[@typeCode="PRCP')/ assign
edEntity[@classCode='ASSIGNED)/representedOrganization[@classCode="ORG']
[@determinerCode='INSTANCE']/name/text0 '
J2.18.2 REFWA
HEHE | ICSROREHEOEESEZTT,
FERL A HEE COHT 5,
F—&H | 100AN
Eigay i ERazik
XPath MCCI_IN200 IOOU"VOI{@ITSVersmn““'XML 1.0'll@xsi:schemaLocation="urn'hl7-
org:v3

MCCI_IN200100UV01.xsd'[/PORR_ IN049016UV[1]/controlActProcess[@classCod

e="CACT"}[@mood Code="EVN'l/subject [@typeCodef'SUBJ 1[1]/investigationFEvent
[@classCode=TNVSTG' [@mood Code="EVN'/subjectOf1 [@iypeCode="SUBJ | [cont
rolActEvent/primaryInformationRecipient]{1]/controlActEventl@classCode="CAC
T [@mood Code="EVN"l/primaryInformationRecipient[@typeCode="PRCP"/assign
edEntity [@claésCoder—'ASSIGNED N/assigned Person|@classCode="PSN'l[@determ
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inerCode=TNSTANCEY/name/prefix[1]/text()

J2.18.8 RAGHIE

EHHHA ICSR DEHOEZ T,

FLETE | BMEOBERROMEENT D,

F— g 100AN

FRAMH H B R ‘

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

MCCI_IN200100UV01.xsd T/PORR_IN049016UV[r]/controlActProcessl@classCod
e='"CACT[@mood Code="EVN'//subject@typeCode="SUBJ'l[1}/investigationEvent
[@classCode="INVSTG[@mood Code="EVN/subjectOf1 [@typeCode="SUBJ'l[cont
rolActEve.nt/primaryInformationRecip ient][1}/controlActBventl@classCode='"CAC
T@mood Code=EVN'/primaryInformationRecipient[@type Code="PRCP)/assign
edEntityl@classCode="ASSIGNEDV/assigned Person[@classCode="PSN'l[@determ

inerCode=TNSTANCE Vnamefamilyl1]/text(

J2.18.4 R{EHAL

0 H P ICSR DREEDAEZRT,

SEFE [ olEREOL PR TS,

F—&% | 100AN

FEE H PR

XPath /MCCI_IN200100UV0O L@ITSVersion=XMI._1.0'l[@xsi:schemalocation="urn‘hl7-
orgva - ' '
MCCIL_IN200100UV01.xsd'I/PORR._IN049016UVIrl/controlActProcessl@classCod
e='CACT"][@mood Code="EVN'l/subject [@typeCode:'SUBJ 1[1)/investigationEvent
[@classCode="INVSTGH@mood Code="EVN'l/subjectOfl[@typeCode="SUBJ'l[cont
rolActEvent/primaryInformationRecipient] [1]/ controlActEvent[@classCode='"CAC
TY@moodCode="EVN'l/p rimary:[n-formationRecip ientl@type Code="PRCP"/assign
edEntityl@classCode="ASSIGNEDVassignedPerson[@classCode=PSNi[@determ
inerCode=TNSTANCEl/name/given[1]Aext( |

J2.19 ##& 1 '

HAHMH TlmEH

mHsE | U

F-& | 10000AN

FFEE B HIRCH

XPath /MCCI_IN200100UV01[@ITS Version=XMI,_1.0[@xsi:schemaLocation="urn:h17-
.orgvd '

MCCI_IN200100UV01L.xsdV/PORR_IN049016UVIsl/controlActProcessl@classCod

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

0dCode="EVNl/component1[@typeCode="COMP'[observationEventlcode[@code="
131[@codeSystem="'2.16.840.1.113883.3. 989.5.1.3.2.1.10'1]1{1)/observationEventi@
classCode="0OBS'] [@moodCode "EVNvaluel@xsittype="EDViext(

J2.20 &% 2

HH B FAHEH

LR L’ .
Vamta 10000AN

A H o

XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.0'[@xsi'schemalocation="urn:hi7-

'| orgiv3

MCCT IN200100UV01.xsdl/PORR,_ INO49016UV[1]/cont1olActProcess[@classCod
e='CACT'][@mood Code="EVNl/subjectl@typeCode="SUBJ 1[1)/investigationEvent
[@classCode=TNVSTG [@mood Codé= 'EVN]/component [@typeCode="COMP[adv
erseEventAssessment] [1)/adverseEventAssessment@classCode=TNVSTG] [@mo
odCode="EVN"/component1l@typeCode="COMP' [observationEventleodel@code="

14'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1. 1071} [1]/observationEvent[@

classCode="OB8'][@moodCode="EVN'l/value [@xsiitypéfED'}/textO

J2.21 %3

HEHHA FHEE

FE | L |

F—&% | 10000AN

AE B R Fe ,

XPath /MCCI_IN200100UV01 [@ITSVersion:‘XML_l. 0Nl@xsi schemaLocation="urn:hi7-
org'v3 R
MCCI_IN200100UV01.xsd'/PORR,_ IN049016UV[1]/controlActProcess[@classCod

‘ e='CACT"][@mood Code="EVN' ]/subgect[@typeCode”'SUBJ N[1]l/investigationEvent
[@classCode="INVSTG1[@mood Code="EVN' l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adver selventAssessmentl@classCode=TNVSTG ] [@mo
odCode:'EVN']/component1[@typeCode='COMP'] [observationEventlcode[@code='
15" [@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1. 101 1}/observationEvent|@
classCode="0BS[@mood Code="EVN'l/valuel@xsitype="ED"/text() ‘

J2.22 WEL

HERE | FEEH

FLBR AT A L

F S 10000AN

AR H e
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XPath /MCCI_IN200100UVO1I@ITS Version="XML_1.01[@xsi:schémaLocation="urnhl7-
orgv3 7
MCCI_IN200100UV01.xsd'l/PORR_IN049016 UV r)/control ActProcess|@classCod
e="CACT'] [@moodCodef—“'EVN']/subject[@typeCodefSUBej 1{1l/investigation Event
[@classCode=TNVSTG@mood Code="EVN'l/component|@typeCode="COMP']ladv
erseliventAssessmentl[1)/adverseEventAssessmentl@classCode=INVSTG{@mo
odCode="EVN'l/component1 [@typeCode="COMP'] lobservationEventlcode[@code="
16'][@codeSystem="2.16.840.1.113883.3.989,5.1.3.2.1.1011][1}/observationEvent(@
classCodeZ'OBS'][@moodCode='EVN']/valué[@xsiitype='ED']/text0 -

J2.23k BH

H H A &SI R A S R OMERE R BMER R E 1T T, ?&'E@E% l:‘ljn DBEFHETRT,

LA BERMSOBHALTLRT S, : §

A Bl 100AN

FFAHE B W

XPath /MCCI_IN200100UV0 1[@ITSV91510n—'XML 1.0'l@xsi:schemalocation="urn‘hl7-
0rg-vo

MCCI_IN200100UV0 1.xsd']fPORR_IN049016UV[1']/controlActProcess[@classCod
e='"CACT][@mood Code="EVN'l/subjectl@typeCode="SUBJ'|[1}/investigationEvent
[@classCode=TNVSTG@mood Code="EVNl/componentf@typeCode="COMPT[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode="INVSTGT[@mo
0dCode="EVN'V/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode='INVSBJ'
V/subjectOf2[@typeCode="SBJ'] [organizer/;:ode [@code="4'][@codeSystem='2,16,840.
1.113883.3.989.2.1.1.20T1[1]/organizer@classCode='CATEGORY' [@mood Code="F:
VN'eomponentl@type Code='COMP'] [substanceAdministration/idl[kl/substanceA
dministration[@classCode="SBADM'}[@mood Code="EVN'}/consumable[@type Code
='CSM[1)/instanceOfKind [@classCode="INSTV/kind OfProductl@classCode="MM
AT [@determineerde='KIND']/asNamedEntity[l]/name[@xml'ilang:’ja'][l]ltext()

J2.24.k BRFER

THH A EZEH AR ER S RO Bﬁ’“ S EHERIIRE ICIV T, HEe S 0N L =T,
FREYE | BRRERLE TR CBIAR S LD BT o BUAER A RIR U ORI 5.

F—&% | 3AN

AR I 5 B8

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

orgwvd

.| MCCI_IN200100UV01.xsd'l/PORR,_IN049016UVIrl/controlActProcessi@classCod

e='CACT][@mood Code=EVN'l/subject[@typeCode="SUBJI1[1}/investigationEvent
[@classCode=INVSTG'@moodCode="EVN'/componentl@typeCode="COMP'} [adv
erseEventAssessment][1}/adverseEventAssessmentl@classCode=TNVSTG [@mo
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,

odCode—’EVN ]/subjectl[@type Code“'SBJ M 1l/primaryRolel@classCode="INVSBJ'
]/sub]ectOfE[@typeCode—'SBJ {organizer/codel@code="4"l[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20' [1}/ox ganizer(@classCode='CATEGORY'Jl@moodCode="E
VN’]/cbrﬁp onent[@type Code='COMP'l[substanceAdministration/id][kl/substanceA
dministration{@classCode="SBADM[@maod Code="EVN}/consumable[@typeCode
=M1 ]/instanceOfKind[@classCode—'INST‘]/kindOfProduct[@claSSCode:'MM
‘AT'] [@detmmmerCode—'KIND’]/formCode[@codeSystem '2.16.840.1.113883.3.989
5.1.3.2.1.131[1)/@code

J2.25.kr FREBDRL

LERER & SRS AR BIERBIE , S EWER RS, EIREINLITR R OB A se s
KBNT, RADRSETE,

SHAE | LT EB WA Qk2.3xl BAMSERSS L TERY 5. Gk2.3.x1 i
LIz AT oWT, BRI Y T 2584 & [1=R%4) &L, ﬁsﬁaﬁk
SPUSMTESTHEAIAREB E 2= Dfopsy] 7528,

VAt IN

L B 5 BB o

XPath /MCGCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi‘sche maLocation="urn:hl7-
orgivg

MCCI_IN200100UV01.xsdI/PORR_IN049016UV|[nl/controlActProcessl@classCod
e='CACT][@mood Code="EVN'Vsubjectl@typeCode="SUBJ{1l/investigationEvent
[@classCode="INVSTG [@mood Code="EVN']/component[@typeCode='COMP}{adv
ersefventAssessment][1]/adverseEventAssessment[@cladssCode=TNVSTG {@mo

odCode="EVN"l/subject1[@typeCode='SBJ 1[1}/primaryRolel@classCode="TNVSBJ'
VsubjectOf2[@typeCode="SBJ'] [organiz‘er/code[@cpde-—"-i'] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.201] fl]lorganizer[@classCodeZ’CATEGORY‘} [@mood Code="E

| VN'l/eomponent[@type Code='"COMP'l[substanceAdministration/id][k]/substanceA

dministrationf@classCode='SBADM'[@mood Code="EVN')/consumable[@typeCode
='CSM’] [1]/instanceOfKind[@classCode=‘INST']lkindOfProduct[@classCo_de='MM
AT'] [@detérmiherCode=‘KIND‘]f'ingredient [@classCode='"ACTI{rl/ingredientSubs
tance[@classCode=MMAT'l{@determinerCode="KIND//asSpecializedKind[@class
Code='GEN[1)/ generalizedMaterialKind[@classCode='MAT‘] [@determinerCode='
KIND')/codel@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.17'/@code

J2.26.i HEMS

T

IE%%MF:‘:?:: BI{EMBE R UYL REIEASEIZS T, BHEROERIEEZ T,

T

V% E2B EHE O Billa BEFECRB S B—RERFC XY HE ShZBHE
B/ AEES U B12.1b BI/ER./ AEES (MedDRA o1— F) LR TRIET 2,
Eilla X2 Ei2.1b iR LEBHERIc>WT, BEMENN S X 0B L TR
FBHIL, - :
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—

2N

R

B 5 7‘*‘??‘3

XPath

MCCI_IN200 100W01[@ITSVer510n—'XML 1.01[@xsi:schemaLocation="urn:hl7-

orgvd ]

MCCIL IN2001000V01.xsd'l/PORR_IN049016UV[r}/controlActProcessi@classCod
e='CACT][@mood Code="EVN/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode="INVST('l{@mood Code="EVN/componentl@typeCode='COMP'| [adv
erseEventAssessment][1}/adverseEventAssessmentl@classCode=INVSTG'][@mo

0dCode=EVN/subject1[@typeCode="SBJ'1[1]/primaryRole(@classCode="TNVSBJ'
VsubjectOf2[@typeCode="SBJ'l[observationlid]lcode [@code='29] [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19T]lil/observationl@classCode='OBSH@mood Code=
"EVNT/outboundRelationship2l@typeCode="PERT"[observation/code[@code="11']{

| @codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'1] [ 1)/obsexvationl@classCode=

'0BS'[@mood Code="EVN'lfvaluel@xsitype='CEl[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.14'l/@code

J2.27.r

Btz 57

THH B

= RIS BIE R S RO b S BE S oW T, #E/—\$ H R BT AT
B ORI E7RT,

ALE T

9 92,290 TERA T & OE TR 2, 42.20.0 TER LIERAFILS, F—8
AFHCBET 586, TI=H-—-HAFR & L, RFFRATE hEﬁTé%éﬂi f2=
BHMATH i sz &,

IN

FFAE

B 5 220

1 XPath

/MCCL_IN200 100UV01[@ITSV@181011—'XML 1.0"[@xsi'schemaLocation="urn‘hl7-
org.wv3
MCCI_IN200100UV01.xsdl/PORR_IN049016UV[x)/controlActProcessi@classCod .
o='"CACT'll@mood Code=EVN'l/subjectl@typeCode="SUBJ'|[1}/investigationEvent
{@classCode="INVSTC[@mood Code="EVN/outhoundRelationship[@typeCode=
SPRT'1[relatedInvestigation/codel@code='2"[@codeSystem="2.16.840.1,113883.3.9
89.2.1.1.221] [1']/relatedlnvestigation{@classCode=’1NVSTG'] [@moodCode="BEVN'/
subjectOf2[@typeCode='SUBJl/controlActEventl@classCode="'CACT'] [@mood Cod
e="EVN'"/author[@typeCode='AUT"|/assigned Entity[@classCode="ASSIGNED'|/as
signedPersonl@classCode="PSN'l[@determinerCode=TNSTANCE'/asIdentifiedE
ntityl@classCode=TDENT'][1l/codel@codeSystem="2.16.840.1.113883.3.989.5.1.3. |
2.1.151/@code

J2.28 HROA M

HH

P SEER AL R ﬂiﬂﬁﬁﬂ‘*&w bk B 4’ﬁﬁﬁ$&ﬂﬂ_m\t BEOROF LR,

ROk

BERZEOHE. BHEMRBISOTIEOH B4 BT 2,
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iN

F—5H

FFAE BE 5 B )

XPath /MCCT_IN200100UV01@ITS Version="XML,_1.0'{@xsi‘:schemaLocation="urn:hl7-
orgv3 .

MCCI_IN200 IOOUVO1.xsd']fPORR_INO490IGUV[r]/controlActPfocess{@classCOd
-e="CACT'][@mood Code="EVN'}/subject [@typeCodeﬂ’SUBJ M 1l/investigationEvent
[@classCode="INVST('[@mood Code="EVNVcomponent[@type Code="COMP'] [adv
erseEventAssessmentl[1)/adverseEventAssessment[@classCode=TNVSTG' [@mo

0dCode="EVN/subject 1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@type Code='SBJ'l[observation/code[@code="17"1{@codeSystem="2.16.

840.1.113883.3.989.5.1.3.2.1.10'1}{1)/observation[@classCode="OBS' [@mood Code=
'EVN'/valuel@xsi:type="CE'l [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1¢'

11]l/@code : ‘

J2.29.r WHRAFR

HR E AR R AERR G R OB BHERBE I BT, MROATTERT,

Wb | BROARTICOWT, HEKS XV ENRDOEERL, B9 J227y BT TS L
PRECRERT S, MYVELERAL, ZHTO002TEERTIZL,

F—x#  [IN ) | ‘

Rl B 5 2R -

XPath /MCCI_INZOO 100UV01[@ITSVersion=XML,_1.0'][@xsi‘schemalocation="urn:hl7-
org:vd

MCCI_IN200100UV0 1.xsd V/PORR_IN049016UV[x)/controlActProcessl@classCod
e='CACTH@mood Code="EVN/subject[@typeCode="SUBJ'H[1)/investigationEvent
[@classCode="TNVSTG'][@mood Code="EVN1/outboundRelationship [@typeCode="
SPRT] [rel'at’edIﬁvestigationfcode [@code='2'} [@codeSystem='2.16.840.1.113883.3.9
89.2.1.1.22M[¢]/relatedInvestigation[@classCode=TNVSTG' [@mood Code="EVN')/
subjectOf2[@typeCode="SUBJV/controlActEvent[@classCode='CACT'][@mood Cod
e='"EVN'/aunthorl@typeCode="AUTVassigned Entity[@classCode='ASSIGNEDV/as
signedPersonl@classCode="PSN'] [@determinerCode=’INSTANCE.’_]/asIdentiﬁedE
ntity[@classCode=TDENT'][2)/codel@codeSystem="2.16.840.1.113883.3.989.5.1.3.

2.1.91/@codeSystem Version .
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