- <l #sEE B4 Drug(s) Information #ts### END
>

- <1 s A_RelevantInformationForProductReporting CMET #####H##8#4 END
>
</primaryRole>
</subject1>

- <component typeCode="COMP">

- <causalityAssessment classCode="OBS" moodCode="EVN">
<code code="InterventionCharacterization” codeSystem="2.16.840.1.113883.5.4" />
<value code="1" codeSystem="0.2.999.5.21" xsi:type="CE" />

- <~ @@@ B.4.k.1: Characterization of Drug Role
->

- <subject2 typeCode="SUBJ">

- <productUseReference classCode="ACT" moodCode="EVN">
<id extension="1095" root="0.2.999.1.0.6" ~

- <! s drug reference ID
>
</productUseReference>
</subjectZ2>
</causality Assessment>
</component>

- <component typeCode="COMP">

- <causalityAssessment classCode="OBS" moodCode="EVN">
<code code="InterventionCharacterization" codeSystem="2.16.840.1.113883.5.4" />
<value code="1" codeSystem="0.2.999.5.21" xsi‘type="CE" />

-<l- @@@ B.4k.1: Characterization of Drug Role
—->

- <subject2 typeCode="SUBJ">
- <productUseReference classCode="ACT" moodCode="EVN">

<id extension="1096" root="0.2.999.1.0.6" />

- <! ### drug reference ID
->
<fproductUseReference>
</subject2>
</causality Assessment>
</component>

- <) e B.AX.9: Drugreaction(s)/event(s) matrix ##4# STRAT
-

- <component typeCode="COMP">

- <causalityAssessment classCode="OBS" moodCode="EVN">
<code code="Causality" codeSystem="0.2.999.5.30" />
<value xsitype="ST">F[fEfERK<~value>

- <~ @@@ B.4k.9.12r.3: Result of Assessment
>

- <author typeCode="AUT">

- <assignedEntity classCode="ASSIGNED">
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- <code>
<originalText>reporter</originalText>

-<- @@@ B.4k.9.i.2r.1: Source of Assessment
->
</code>
</assignedEntity>
</author>

- <subject1 typeCode="SUBJ">

- <adverseEffectReference classCode="ACT" moodCode="EVN">
<id extension="1019" root="0.2.999.1.0.5" >
</adverseEffectReference>
</subject1>

- <subject2 typeCode="SUBJ">

- <productUseReference classCode="ACT" moodCode="EVN">
<id extension="1095" root="0.2.999.1.0.6" />
</productUseReference>
</subject2>
</causality Assessment>
</component>

- <component typeCode="COMP">

- <causalityAssessment classCode="OBS" moodCode="EVN">
<code code="Causality" codeSystem="0.2.999.5.30" />
<value xsi‘type="ST">WEEtER<~alue>

- <~ @@@B.4k.9i2r.3: Result of Assessment
>

- <author typeCode="AUT">

- <assignedEntity classCode="ASSIGNED">

- <code>
<originalText>reporter</originalText>

-<l- @@@ B.4k 912.r.1: Source of Assessment
-
</eode>
</assignedEntity>
</author>

- <subject1 typeCode="SUBJ">

- <adverseEffectReference classCode="ACT" moodCode="EVN">
<id extension="1019" ro0t="0.2.999.1.0.5" />
</adverseEffectReference>
</subject1>

- <subject2 typeCode="SUBJ">

- <productUseReference classCode="ACT" moodCode="EVN">
<id extension="1096" root="0.2.999.1.0.6" />
</productUseReference>
</subject2>
</causality Assessment>
</component>
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- <~  #it B 4k 9: Drugreaction(s)/event(s) matrix ##### END
->
- <component1 typeCode="COMP">
- <observationEvent classCode="OBS" moodCode="EVN">
<code code="comment" codeSystem="0.2.999.5.6" />
<value mediaType="text/plain" xsitype="ED"> |- &'V ~SRADEHRH TO 53 EHIR HEI SR bEREDS < |
HAZHDROMF L E U EENL S, BhERHD LB 2D, <value>
-<l- @a@@ B.5.2: Reporter's Comments
- d
- <author typeCode="AUT">
- <assignedEntity classCode="ASSIGNED">
<code code="sourceReporter" codeSystem="0.2.999.5.25" />
</assignedEntity>
</author>
</observationEvent>
</component 1>
- <component1 typeCode="COMP">
- <ghservationEvent classCode="0BS" moodCode="EVN">
<code code="comment” codeSystem="0.2.999.5.6" />
<value mediaType="text/plain” xsi:type="ED">{Ff_LDOEE I bR L T Y. FFNC L 2 FREEIIE LB
3, <ivalue>
- <l @@@ B.5.4: Sender's Comments
-
- <author typeCode="AUT">
- <assignedEntity classCode="ASSIGNED">
<code code="Sender" codeSystem="0.2.999.5.25" />
</assignedEntity>
</author>
</observationEvent>
</component1>
</adverseEventAssessment>
</component>
- <l #HHHHEAEEH B.1: Patient characteristics ##H#H#H#H#H## END
>
- <component typeCode="COMP">
- <gbservationEvent classCode="0OBS" moodCode="EVN">
<code code="additionalDocumentsAvailable" codeSystem="0.2.999.5.6" />
<value value="false" xsi:type="BL" />
- <l @@@ A.1.8.1: Are Additional Documents Available?
>
</observationEvent>
</component>
- <component typeCode="COMP">
- <pbservationEvent classCode="OBS" moodCode="EVN">
<code code="localCriteriaForExpedited" codeSystem="0.2.999.5.6" >
<value value="true" xsi:type="BL" />
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- <~ @@@ A.1.9: Does this Case Fulfill the Local Criteria for an Expedited Report?
>
</observationEvent>
</component>
- <component typeCode="COMP">
- <observationEvent classCode="OBS" moodCode="EVN">
<code code="summaryAndComment" codeSystem="0.2.999.5.6" />
<value language="jpn" mediaType="text/plain" xsitype="ED">EEIMEIZ L B TADARIETR LT, 200068
PIoAT F LEF— L ERE LT, BHERHEROD2001EENL Y 74 ) SRR, 2004465 A 12 =
v hE— RO SRR, 20044558 15A b ¥ KU OB G2 Bth, T OBREIRIHH 2006£E8A2H.
st CAERRSOE TR — T A HIBE LI-FT. BRI TABHER A b, M. P, BfEI=y ba—ishT
0. IERE E LRI E BT o, HAEBADROL EU-8EI38ng/ml, ERRESHIETHEEEDL Y & Sh.
MR O] ICbRENTEY, AFNT L Z7HEETRV, <value>
- <~ @@@ B.5.5.r.1: Case Summary and Reporter's Comments Text
>
- < @@@ B.5.5.r.2: Case Summary and Reporter's Comments Language
>
- <author typeCode="AUT">
- <assignedEntity classCode="ASSIGNED">
<code code="Reporter" codeSystem="0.2.999.5.25" >
<fassignedEntity>
</author>
</observationEvent>
</component>
- <component typeCode="COMP">
- <ghservationEvent classCode="OBS" moodCode="EVN">
<code code="DateOfDayZero" codeSystem="0.2.999.5.6" >
<value value="20060828" xsi:type="TS" />
- <~ @@@ J.3a: The date of day 0 for reporting time frame
->
</observationEvent>
</component>
- <component typeCode="COMP">
- <gbservationEvent classCode="OBS" moodCode="EVN">
<code code="ActionToBeTaken" codeSystem="0.2.993.5.6" />
<value mediaType="text/plain" xsitype="ED">5#% bFE L TE=F—F 5, <value>
- < @@@ J.9: Company's action to be taken
->
</observationEvent>
</component>
- <component typeCode="COMP">
- <observationEvent classCode="OBS" moodCode="EVN">
<code code="OtherReference” codeSystem="0.2.999.5.6" />
<value mediaType="text/plain" xsi:type="ED">¥#SMI- 2V " TiI R H<value>
- <l @@@ J.10: Other references

>
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</observationEvent>
</component>
- <sourceOf typeCode="SPRT">
- <relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code code="initialReport" codeSystem="0.2.999.5.2" />
- <subjectOf2 typeCode="SUBJ">
- <controlActEvent classCode="CACT" moodCode="EVN">
- <author typeCode="AUT">
- <assignedEntity classCode="ASSIGNED">
<code code="2" codeSystem="0.2.999.5.7" &
-<l- @@@ A.1.10.2: First Sender of this Case
>
</assignedEntity>
</author>
</controlActEvent>
</subjectOf2>
</relatedInvestigation>
</sourceOf>
- <sourceOf typeCode="SPRT">
- <relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code nullFlavor="NA" />
- <subjectOf2 typeCode="SUBJ">
- <controlActEvent classCode="CACT" moodCode="EVN">
<id extension="JP-AbabPharm-0002" root="0.2.999.10.2.1" />
- <~ @@@ A.1.12.r: Identification Number of the Report Which Is Linked to this Report
>
</controlActEvent>
</subjectOf2>
</relatedInvestigation>
</sourceOf>
- <1 HEAREH A 2: Primary Source(s) of Information #t#####H#### START
>
- <sourceOf typeCode="SPRT">
<priorityNumber value="1" />
-<l- @@@ A.2r.1.5 Primary source for regulatory purposes
->
- <relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code code="sourceReport" codeSystem="0.2.999.5.2" />
- <subjectOf2 typeCode="SUBJ">
- <controlActEvent classCode="CACT" moodCode="EVN">
- <author typeCode="AUT">
- <assignedEntity classCode="ASSIGNED">
- <addr>
<streetAddressLine>T-{CAET1111</streetAddressLine>
<city>T{{H X</ity>
<state>Fthf</state>
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<postalCode>Privacy</postalCode>
</addr>
<telecom value="tel:Privacy" />~
- <assignedPerson determinerCode="INSTANCE" classCode="PSN">
- <name>
<prefix>Ehfi</prefix>
- < @@@ A 2.r.1.1a: Reporter Identifier (Reporter title)
>
<given>—Hf</given>
- <~ @a@ A.2.r.1.1b: Reporter Identifier (Reporter given name)
>
<family>#H<family>
-<l- @@@ A.2.r.1.1d: Reporter Identifier (Reporter family name)
>
</name>
- <asQualifiedEntity classCode="QUAL">
<code code="1" codeSystem="0,2.999.5.8" />
-<l-- @@@ A.2r.1.4 Qualification
->
</asQualifiedEntity>
- <asLocatedEntity classCode="LOCE">
- <location determinerCode="INSTANCE" classCode="COUNTRY">
<code code="392" codeSystem="1.0.3166.1.2" />
-« @@@ A 2.r.1.3: Country (Reporter country code)
>
</location>
</asLocatedEntity>
</assignedPerson>
- <representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name>H#EAF</name>
- <~ @@@ A 2.1.1.2b: Reporter's Address and Telephone (Reporter department)
>
- <assignedEntity classCode="ASSIGNED">
- <representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name>T{LERH</name>
- <~ @a@ A2.r.1.2a: Reporter's Address and Telephone (Reporter organization)
>
</representedOrganization>
</assignedEntity>
</representedOrganization>
</assignedEntity>
</author>
</controlActEvent>
</subjectOf2>
</relatedInvestigation>
</sourceOf>
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- <l kR A 2: Primary Source(s) of Information ###t#HH#H### END
->
- <l AR A 3: Information on Sender of Case Safety Report ###tt#i### START
—->
- <subjectOf1 typeCode="SUBJ">
- <controlActEvent classCode="CACT" moodCode="EVN">
- <author typeCode="AUT">
- <gssignedEntity classCode="ASSIGNED">
<code code="1" codeSystem="0.2.999.5.11" />
- <l @@@ A.3.1: Sender Type
->
- <addr>
<streetAddressLine>{f[#T 1 2 3 1 </streetAddressLine>
<city>H g X </city>
<state>HUR</state>
<postalCode>1230001</postalCode>
</addr>
<telecom value="tel+81-3-1234-5678 " />
<telecom value="fax+81-3-1234-5688" />
<telecom value="mailto'oote@ababpharm.cojp" />
- <assignedPerson determinerCode="INSTANCE" classCode="PSN">
- <name>
<prefix>1122333</prefix>
-<l-- @a@ A.3.3b: Sender’s Title
->
<given>#TFH</given>
-<I~ @a@ A 3.3c: Sender's Given Name
->
<family>XF<family>
-<!- @@@ A 3.3e! Sender's Family Name
->
</name>
- <asLocatedEntity classCode="LOCE">
- <location determinerCode="INSTANCE" classCode="COUNTRY">
<code code="392" codeSystem="1.0.3166.1.2" />
-<I-- @a@ A 3.4e: Sender's Country Code
->
</location>
</asLocatedEntity>
</assignedPerson>
- <representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name />
- <assignedEntity classCode="ASSIGNED">
- <representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name>HFUR & —E ¥ T<name>
-<I- @@@ A.3.3a’ Sender's Department
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>
</representedOrganization>
</assignedEntity>
- <gsldentifiedEntity classCode="TDENT">
<id extension="ABABSERH A" root="0.2.15.1" />
- <~ @a@@ A.3.2: Sender's Organization
>
</asldentifiedEntity>
</representedOrganization>
</assignedEntity>
</author>
</controlActEvent>
</subjectOf1>
-<I-- ek A 3: Information on Sender of Case Safety Report ####H8H# END
>
- <subjectOf2 typeCode="SUBJ">
- <investigationCharacteristic classCode="OBS" moodCode="EVN">
<code code="ichReportType" codeSystem="0.2.999.5.3" />
<value code="1" codeSystem="0.2.999.5.1" xsitype="CE" />~
-<l-- @@@ A.1.4: Type of Report
>
</investigationCharacteristic>
</subjectOf2>
- <subjectOf2 typeCode="SUBJ">
- <investigationCharacteristic classCode="OBS" moodCode="EVN">
<code code="CaseldentifierCategory" codeSystem="0.2.999.5.3" />
<value code="2" codeSystem="0.2.999.5.31" xsi‘type="CE" />
- <~ @@@ J.1a: Case identifier (category)
>
<finvestigationCharacteristic>
</subjectOf2>
- <subjectOf2 typeCode="SUBJ">
- <investigationCharacteristic classCode="OBS" moodCode="EVN">
<code code="NumberOfFrequency” codeSystem="0.2.999.5.3" />
<value value="1" xsi'type="INT" />
- <~ @@@ J.2: Number of frequency for reporting to PMDA
—->
</investigationCharacteristic>
</subjectOf2>
</mvestigationEvent>
</subject>
</controlActProcess>
</PORR_IN049016UV>
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WERI6  EFIISICOWNT, T s LT

<PORR_IN049016UV xsi:schemalocation="urm hl7-org:v3 PORR_IN049016UV xsd" ITSVersion="XML,_1.0">
<I--
EEREHH ICSR Implementation Guide v2_47 Revision April 6, 2010 s
—->
<id extension="11112" root="0.2.3.4.5.1.1">
<!-- @@@ M. 1.4: Message Number ->
<creationTime value="20100508090000"/>
<!--@a@@ M. 1.7: Message Date >
<interactionld extension="PORR_IN049016UV" root="2.16.840.1.113883.1.6">
<!-- HL7 V3 Interaction ID -->
<profileld extension="3.0" root="0.2.1.10.1"~>
<I-- @@@ M. 1.2: Message Format Version >
<proﬁleIdrextension="2.0" root="0.2.1.10.2"~>
<I-- @@@ M. 1.3: Message Format Release >
<processingCode code="P"/>
<l--
defines whether the message is part of a production, traming, or debugging system
-->
<processingModeCode code="T"/>
<I--
defines whether the message is being set in current processing
>
<acceptAckCode code="AL"~>
<!-- Always send an acknowledgement -->
<receiver>
<device determinerCode="INSTANCE" classCode="DEV">
<id extension="RS001" root="0.2.5.6.7.1.2"/>

<asAgent classCode="AGNT">

<representedOrganization determinerCode="INSTANCE" classCode="ORG"™>
<id extension="PMDA" root="0.2.5.6.7"/>

<|-- @@@ M. 1.6: Message Receiver Identifier ->

<frepresentedOrganization>

</asAgent>

</device>

</receiver>

<gsender>
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<device determinerCode="INSTANCE" classCode="DEV">
<id extension="SV1" root="0.2.3.4.5.1.2">

<asAgent classCode="AGNT">

<representedOrganization determinerCode="INSTANCE" classCode="ORG">
<id extension="ABABPharma" root="0.2.3.4.5"/>

<!-- @@@ M. 1.5: Message Sender Identifier ->

</representedOrganization>

</asAgent>

</device>

</sender>

<controlActProcess classCode="CACT" moodCode="EVN">
<effectiveTime value="20100508234525"/>

<!--@@@ A.1.3: Date of Transmission -->

<subject typeCode="SUBJ">

<investigationEvent classCode="INVSTG" moodCode="EVN">
<id extension="JP-AbabPharm-0002" root="0.2.999.10.2.1"/>

<l--
@@@ A.1.0.1: Sender’s (case) Safety Report Unique Identifier
->
<id extension="JP-AbabPharm-0002" root="0.2.999.10.3"~>
<l @@@ A.1.10.1: Worldwide Unique Case Identifier -->
<id extension="10900002" root="0.2.999.10.4"/>
<I-- @@@ J.1b: Case identifier (number) ->
<code code="Ichicsr" codeSystem="0.2.999.5.27"/>
<!-- @@@ M.1.1: Message Type >
<text mediaType="text/plain">EHE1A320064F 12 MMRRB NS TEMSME THE—TRHELIL L 25, ORI
HERR b, </text>
<l
@@@ B.5.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant
Information
>
<statusCode code="completed"/>
<!-- @@@ J.4: Complete or incomplete >
<effectiveTime>
<low value="20060828"/>

<I--
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@@@ A.1.6: Date Report Was First Received from Source
>
</effectiveTime>
<availability Time value="20060828"/>
<I--
@@@ A.1.7: Date of Most Recent Information for this Case
->
<l--
#HEHHEEH B.1: Patient characteristics ##HH#H#HH START
-

<component typeCode="COMP">

<adverseEventAssessment classCode="INVSTG" moodCode="EVN">

<subject1 typeCode="SBJ"™>

<primaryRole classCode="INVSBJ">

<player1 determinerCode="INSTANCE" classCode="PSN">
<name nullFlavor="UNK"/>
<!~ @@@ B.1.1: Patient (name or initial) -->
<administrativeGenderCode code="0" codeSystem="0.2.999.6.1"/>
<! @a@@ B.1.5: Sex >
<!--
s B.1.10: For a Parent-child/Fetus Report, Information Concerning the Parent ####H### START

>

<role classCode="ROL">
<code code="PRN"/>

<associatedPerson determinerCode="INSTANCE" classCode="PSN">
<name>A A<nhame>

<!-- @@@ B.1.10.1: Parent Identification ->
<administrativeGenderCode code="2" codeSystem="0.2.999.6.1"/>

<|-- @@@ B.1.10.6: Sex of Parent >

</associatedPerson>

<subjectOf2 typeCode="SBJ">

<observation classCode="OBS" moodCode="EVN">
<code code="age" codeSystem="0.2.999.5.13"/>
<value unit="a" value="30" xsi‘type="PQ"/>
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<I- @@@ B.1.10.2.2a: Age of Parent (age value) >
<|-- @@@ B.1.10.2.2b: Age of Parent (age unit) ->
</observation>

</subjectOf2>

<subjectOf2 typeCode="SBJ">

<l--
#4444 B.1.10.7: Relevant Medical History and Concurrent Conditions of Parent #####H## START .

->

<organizer>

<code code="relevantMedicalHistoryAndconcurrentConditions" codeSystem="0.2.999.5.16"/>

<component typeCode="COMP">

<observation classCode="OBS" moodCode="EVN">
<code code="10039203" codeSystemVersion="13.0" codeSystem="2.16.840.1.113883.6.70"/>
<I--
@a@@ B.1.10.7.1.r.a.1: MedDRA Version for Parent Medical History
>
<I--
@@@ B.1.10.7. 1.r.a.2: Structured Information (disease / surgical procedure/ etc.)
->
<text>ZB R </text>
<!--@a@ B.1.10.7.Lr.g: Comments -=>
<effectiveTime xsi‘type="TVL_TS">
<low value="2000">
<|--@a@@ B.1.10.7.1.r.c: Start Date -->
<feffectiveTime>
<targetOf typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="Continuing" codeSystem="0.2.999.5.13"/>
<value nullFlavor="UNK" xsi:type="BL"~>
<!~ @@@ B.1.10.7. 1.r.d: Continuing -->
</observation>
<ftargetOf>
</observation>
</component>

<component typeCode="COMP">
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<observation classCode="0OBS" moodCode="EVN">
<code code="10049615" codeSystemVersion="13.0" codeSystem="2.16.840.1.113883.6.70"/>
<l--
@@@ B.1.10.7.1.r.a.1: MedDRA Version for Parent Medical History
>
<I--
@@@ B.1.10.7.1.r.a.2: Structured Information (disease / surgical procedure/ etc.)
>
<text>ERESMERRAE</text>
<!--@@@B.1.10.7. 1.r.g: Comments ->
<effectiveTime xsitype="TVL_TS">
<low value="2000">
<!--@@@B.1.10.7.1.r.c: Start Date ->
</effectiveTime>

<targetOf typeCode="REFR">
<pbservation classCode="0OBS" moodCode="EVN">
<code code="Continuing” codeSystem="0.2.999.5.13"/>
<value nullFlavor="UNK" xsi‘type="BL"/>
<!--@a@@ B.1.10.7.Lr.d: Continuing -=>
</observation>
<ftargetOf>
<fobservation>
</component>
</organizer>
<l--
#HH B.1.10.7: Relevant Medical History and Consurrent Conditions of Parent #####4# END
>
</subjectOf2>

<subjectOf2 typeCode="SBJ">

<l--
HHEEH B.1.10.8: Relevant Past Drug History of Parent ###5## START
>
<grganizer>
<code code="drugHistory" codeSystem="0.2.999.5.16"/~>

<component, typeCode="COMP">
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<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi'type="TVL_TS"™>
</effectiveTime>

<consumable>

<instanceOfKind classCode="INST">

<kindOfProduct determinerCode="KIND" classCode="MMAT"™>
<code nullFlavor="NI"/>

<name>/~7 2 L B —L<hame>

<1~ @@@ B.1.10.8.r.a0: Name of Drug as Reported -->
</kindOfProduct>

</nstanceOfKind>

</consumable>

<sourceOf2 typeCode="CAUS"™>
<observation classCode="OBS" moodCode="EVN">
<code code="reaction" codeSystem="0.2.999.5.13"/>
<value code="10024670" codeSystemVersion="13.0" codeSystem="2.16.840.1.113883.6.70" xsi‘type="CE"/>
< @@@ B.1.10.8x.g.1: MedDRA Version for Reaction >
< @@@ B.1.10.8x.g.2: Reactions (f any and known) -->
</observation>
</sourceOf2>
</substanceAdministration>
</component>
</organizer>
<l
e B.1.10.8: Relevant Past Drug History of Parent ##H#H## END
>
</subjectOf2>
</role>

<I-
#4 B.1.10: For a Farent-child/Fetus report, Information Concerning the Parent ######t# END

>

</playerl>

<l--
st A RelevantInformationForProductReporting CMET ####t####H# START
>

<subjectOf2 typeCode="SBJ">
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<observation classCode="OBS" moodCode="EVN">
<code code="ageGroup" codeSystem="0.2.999.5.13"/>
<value code="2" codeSystem="0,2.999.5.15" xsi:type="CE"/>
<I--@@@ B.1.2.3: Patient Age Group -->
</observation>

</subjectOf2>

<subjectOf2 typeCode="SBJ">

<pbservation classCode="OBS" moodCode="EVN">
<code code="bodyWeight" codeSystem="0.2,999.5.13"/>
<value unit="kg" value="2.67" xsi:type="PQ">

<!-- @@@ B.1.3: Body Weight (kg) ->

</observation>

</subjectOf2>

<subjectOf2 typeCode="SBJ">
<pbservation classCode="OBS" moodCode="EVN">
<code code="height" codeSystem="0.2.999.5.13"/
<value unit="cm" value="48.5" xsi‘type="PQ"/>
<I-- @@@ B.1.4: Height (cm) ->
</observation>
</subjectOf2>
<l--
b B.2: Reaction(s)/Event(s) ###HH## START
>
<subjectOf2 typeCode="SBJ">
<gbservation classCode="OBS" moodCode="EVN">
<id extension="1020" root="0.2.999.1.0.5"~
<I-- For ActReference -->
<code code="reaction" codeSystem="2.16.840.1.113883.5.4">
<effectiveTime xsi:type="TVL_TS">
<Jow value="20060802"/>
<l-- @@@ B.2.1.3: Date of Start of Reaction / Event ->
</effectiveTime>

<value code="10041524" codeSystemVersion="13.0" codeSystem="2.16.840.1.113883.6.70" xsi‘type="CE">

<I--

@@@ B.2.1.1.a: MedDRA Version for Reaction / Event
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—->
<!--
@@@ B.2.i.1.b: Reaction / Event in MedDRA Terminology
>
<originalText mediaType="text/plain">_—53FH</originalText>
<l--
@@@ B.21.0: Reaction / Event as Reported by the Primary Source
>
<walue>

<location typeCode="LOC">

<locatedEntity classCode="LOCE">

<locatedPlace determinerCode="INSTANCE" classCode="COUNTRY">
<code code="392" codeSystem="1.0.3166.1.2">

<l--
@@@ B.2i.8: Identification of the Country Where the Reaction / Event Occured
>
</locatedPlace>
</locatedEntity>
</location>

<sourceOf2 typeCode="PERT">

<observation classCode="OBS" moodCode="EVN">

<code code="termHighlightedByReporter" codeSystem="0.2.999.5.13">
<value value="true" xsi:type="BL"~>

<I- @@@ B.212.1: Term Highlighted by the Reporter -->
</observation>

</sourceOf2>

<sourceOf2 typeCode="PERT">

<observation classCode="OBS" moodCode="EVN">
<code code="congenitalAnomalyBirthDefect" codeSystem="0.2.999.5.13"/>
<value value="true" xsi:type="BL"/>

<I-
@@@ B.2i2.2.¢: Seriousness Criteria at Event Level (Congenital Anomaly / Birth Defect)
>
</observation>
</sourceOf2>
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<sourceOf2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN">
<code code="outcome" codeSystem="0.2.999.5.13"5>
<value code="3" codeSystem="0.2.999.5.18" xsi:type="CE">
<I--
@@@ B.2.1.6: Outcome of Reaction / Event at the Time of Last Observation
>
</observation>
</sourceOf2>

<sourceOf2 typeCode="PERT">
<observation classCode="OBS" moodCode="EVN">
<code code="medical ConfirmationByHealthProfessional” codeSystem="0.2.999.5.13"/>
<value value="true" xsi:type="BL"~>
<l--
@@@ B.2.1.7: Medical Confirmation by Health Professional
-—>
</observation>
</sourceOf2>
<Jobservation>
</subjectOf2>

<l--
it B.2: Reaction(®)/Event(s) #httiitti# END
>
<!--
i B.3: Results of tests and procedures relevant to the investigation of the patient #####H#H#H#H# START
>
<subjectOf2 typeCode="SBJ">
<organizer classCode="CATEGORY" moodCode="EVN">
<code code="testsAndProceduresRelevantToThelnvestigation" codeSystem="0.2.999.5.16"/>

<component typeCode="COMP">

<observation classCode="OBS" moodCode="EVN">

<code code="10059466" codeSystemVersion="13.0" codeSystem="2.16.840.1.113883.6.70"/>
<|-- @@@ B.3.r.cl: Test Name -->

<! @@@ B.3.r.c2: MedDRA Version for Test Name -=>
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<effectiveTime value="20060803" xsi:type="IVL_TS">
<!--@@@ B.3x.b: Test Date -->

<sourceOf2 typeCode="FERT™>

<observation classCode="OBS" moodCode="EVN">

<code code="comment" codeSystem="0.2.999.5.13"~>

<value mediaType="text/plain” xsi:type="ED">H{432 A DR ODIMH L T ~IE2338pg/ml<value>
<!-- @@@ B.3.r.3: Comments (free text) -

</observation>

</sourceOf2>

<sourceOf2 typeCode="REFR">

<observation classCode="OBS" moodCode="EVN">

<code code="moreInformationAvailable" codeSystem="0.2.999.5.13">
<value value="false" xsi‘type="BL"/>

<!~ @@@ B.3.r.4: More Information Available >

</observation>

</sourceOf2>

</observation>

</component>

<component typeCode="COMP">
<observation classCode="OBS" moodCode="EVN">
<code code="10019179" codeSystem Version="13.0" codeSystem="2.16.840.1.113883.6.70"/>
<!--@@@ B.3.r.cl: Test Name ->
<I-- @@@ B.3.r.c2: MedDRA Version for Test Name -->
<effectiveTime value="20051018" xsi:type="TVL_TS"/>
<-- @@@ B.3.r.b: Test Date ->
<value mediaType="text/plain" xsi:type="ED">%<~alue>
<I-
@@@ B.3.rf: Result Unstructured Data (free text)
>
<value value="8.1" xsi:type="PQ"~>
<I-- @@@ B.3.x.d: Test Result(Value and qualifier) -->
</observation>
</component>
</organizer>
</subjectOf2>
<I--
st B.3: Results of tests and procedures relevant to the investigation of the patient #####H#### END

->

53



<l--
R B.4- Drug(s) Information #####HH#H# START
->

<subjectOf2 typeCode="SBJ">

<organizer classCode="CATEGORY" moodCode="EVN">
<code code="drugInformation" codeSystem="0.2.999.5.16"/>
<I-- ####### Drug Information (1) #####4# START -->

<component typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<id extension="1097" root="0.2.999.1.0.6"/>

<consumable>

<instanceOfKind classCode="INST">

<kindOfProduct determinerCode="KIND" classCode="MMAT">
<code code="312456789" codeSystem="0.2.999.6.2">
<!I-@a@B.4k.2.1.1a: MPID -->
<originalText>=1 ¥ F > </original Text>
<I--
@@@ B.4k 2.2: Medicinal Product Name as Reported by the Primary Source
>
</code>

<asManufacturedProduct classCode="MANU">

<subjectOf typeCode="SBJ">

<approvall classCode="CNTRCT" moodCode="EVN">
<id extension="9876 ABABpharm00111" root="0.2.1.5.1"/>

<I--
@@@ B.4.k 3.1: Authorization / Application Number
>

<holder typeCode="HLD">

<role classCode="ROL">
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<playingOrganization determinerCode="INSTANCE" classCode="ORG">
<name>ABABpharm</mname>

<|-- @@@ B.4.k.3.3: Name of Holder / Applicant -->
</playingOrganization>

</role>

</holder>

<author typeCode="AUT">

<territorial Authority classCode="TERR">
<territory determinerCode="INSTANCE" classCode="NAT">
<code code="392" codeSystem="1.0.3166.1.2"/>

<!
@@@ B.4.k.3.2: Country of Authorization / Application
->
</territory>
<fterritorial Authority>
</author>
</approvall>
</subjectOf>

<subjectOf typeCode="SBJ">

<characteristic classCode="0OBS" moodCode="EVN">

<code code="StatusOfSuspectDrug” codeSystem="0.2.990.5.21"/>
<value code="5" codeSystem="0.2.999.5.34" xsi'type="CE"/>

<!-- @@@ J.6: Category of drug -->

</characteristic>

</subjectOf>

</asManufacturedProduct>

<}--
## B 4k 2.3.r Substance/Specified Substance Identifier and Strength (1) ## START

>

<ingredient classCode="ACTI">

<ingredient determinerCode="KIND" classCode="MMAT">
<name> 7 # L B9 —L<mhame>

<I--

@a@ B.4k 2.3.r.1: Substance / Specified Substance Name
->
<fingredient>
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