</ingredient>
<[-
#4# B.4.k.2.3.1: Substance/Specified Substance Identifier and Strength (1) ### END
>
</kindOfProduct>

<subjectOf typeCode="SBJ">
<productEvent classCode="ACT" moodCode="EVN">
<code code="retailSupply" codeSystem="0.2.999.5.22">

<performer typeCode="PRF">

<assignedEntity classCode="ASSIGNED">

<representedOrganization determinerCode="INSTANCE" classCode="ORG">
<addr>
<country>392</country>
<l--
@@@ B.4.k.2.4: Identification of the Country Where the Drug Was Obtained
-—>
</addr>
</representedOrganization™>
</assignedEntity>
<fperformer>
</productEvent>
</subjectOf>
<finstanceOfKind>
</consumable>

<sourceOf1 typeCode="SAS"™>
<pauseQuantity unit="a" value="2"/>

<!--
@@@ B.4.k 91i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reactoin / Event
(number)

->

<l--
@@@ B.4k.9.1.3.1b: Time Interval between Beginning of Drug Administartion and Start of Reaction / Event (unit)

>

<actReference classCode="ACT" moodCode="EVN">
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<id extension="1020" root="0.2.999.1.0.5">
</actReference>
</sourceOf1>

<sourceOf2 typeCode="PERT">
<phservation classCode="OBS" moodCode="EVN">
<code code="recurranceOfReaction" codeSystem="0.2.999.5.13"/>
<value nullFlavor="UNK" xsi‘type="BL"/>
<l--
@@@ B.4Xk 9.i.4: Did Reactoin Recur on Re-administration?
->

<sourceOfl typeCode="REFR">

<actReference classCode="ACT" moodCode="EVN">
<id extension="1020" root="0.2.999.1.0.5">
</actReference>

</sourceOf 1>

</observation>

</sourceOf2>

<I-
#4### B.4 k 4 Dosage Information (1) #### START

>

<sourceOf2 typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsitype="PIVL_TS">
<period unit="d" value="0.5">
<1 @@@ B.4.k.4.r.4: Number of Units in the Intexrval ->
<!-

@@@ B.4.k 4.r.5: Definition of the Time Interval Unit
>
</comp>
<comp operator="A" xsi‘type="TVL_TS">
<low value="20040515"/>
<!-- @@@ B.4k.4.r.6: Date and Time of Start of Drug ->
</comp>
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</effectiveTime>

<doseQuantity unit="mg" value="400"">
<I-@@@ B.4k.4..1: Dose (number) ->
<! @@@ B.4Xk.4.r.2: Dose (unit) >

<consumable typeCode="CSM">

<instanceOfKind classCode="INST">

<kindOfProduct determinerCode="KIND" classCode="MMAT">
<formCode nullFlavor="OTH">
<originalText>§EFl</original Text>
<l--
@@@ B.4.k 4.r.11.1: Pharmaceutical Dose Form Text
->
<fformCode>
</kindOfProduct>
</instanceOfKind>
</consumable>
<targetOf typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="parentRouteOfAdministration” codeSystem="0.2.999.5.13"/>
<value xsi‘type="CE">
<originalText># O </originalText>
<l--
@@@ B.4k 4.r.13.1: Parent Route of Administration
->
<fvalue>
</observation>
</targetOf>
</substanceAdministration>
</sourceOf2>
<! ##1# B.4.k.4: Dosage Information (1) ##### END -->
<l--
#H B.4.k.7: Indication for Use in case (1) ##4### START
->

<targetOf typeCode="RSON">
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<observation classCode="0OBS" moodCode="EVN">
<code code="indication" codeSystem="0.2.999.5.13"~>

<value code="10015037" codeSystemVersion="13.0" codeSystem="2.16.840.1.113883.6.70" xsi:type="CE">
<I--

@@@ B.4k.7.r.2b: Indication in MedDRA Terminology (LLT code)
->
<l--

@@@ B.4k.7.r.2a: Indication in MedDRA Terminology (version)
>
<originalText>"C A <loriginalText>
<l--

@@@ B.4.k.7.r.1: Indication as Reported by the Primary Source
>
<Nalue>

<performer>
<assignedEntity>
<code code="sourceReporter”" codeSystem="0.2.999.5.7"/>
</assignedEntity>
<fperformer>
</observation>
</targetOf>
<l--
##4 B.4.k.7: Indication for Use in case (1) #### END
>
<targetOf typeCode="CAUS">
<act classCode="ACT" moodCode="EVN">
<code code="4" codeSystem="0.2.999.5.13"/>
<!-- @@@ B.4k .8 Action Taken with Drug ->
<fact>
<ftargetOf>
</substanceAdministration>
</component>
<I-- #### Drug Information (D) #### END -->
<I-- #4444 Drug Information (2) ####4 START -->

<component typeCode="COMP">
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<substanceAdministration dlassCode="SBADM" moodCode="EVN">
<id extension="1098" r00t="0.2.999.1.0.6"5>

<consumable>

<instanceOfKind classCode="INST">

<kindOfProduct determinerCode="KIND" classCode="MMAT">
<code code="124567893" codeSystem="0.2.999.6.2">
<! @@@B.4k.2.1.1a: MPID >
<originalText>> 74"~ ) //*<loriginal Text>
<l--
@@@ B.4.k.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="5432CDCDpharm00222" root="0.2.1.5.1"%

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

<holder typeCode="HL.D">

<role classCode="ROL">

<playingOrganization determinerCode="INSTANCE" classCode="ORG">
<name>CDCDpharm</name>

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

<frole>

</holder>

<author typeCode="AUT">

<territorialAuthority classCode="TERR">

<territory determinerCode="INSTANCE" classCode="NAT">
<code code="392" codeSystem="1.0.3166.1.2">
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<l-
@@@ B.4.k 3.2: Country of Authorization / Application
>
<fterritory>
</territorial Authority>
</author>
</approvall>
</subjectOf>

<subjectOf typeCode="SBJ">

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

<code code="StatusOfSuspectDrug” codeSystem="0.2.999.5.21"/>
<value code="5" codeSystem="0.2.999.5.34" xsi'type="CE"/>

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

</characteristic>

</subjectOf>

</asManufacturedProduct>

<l--
#44 B.A X 2.3 - Substance/Specified Substance Identifier and Strength (1) #### START
>
<ingredient classCode="ACTI">
<ingredient determinerCode="KIND" classCode="MMAT">
<name> L 'V ~</name>
<I--
@@@ B.4.k.2.3.r.1: Substance / Specified Substance Name
>
<fingredient>
</ingredient>
<!--

4 B Ak 2.3 r: Substance/Specified Substance Identifier and Strength (1) #### END

>
</kindOfProduct>

<subjectOf typeCode="SBJ">

<productEvent classCode="ACT" moodCode="EVN">
<code code="retailSupply” codeSystem="0.2.999.5.22"/>

<performer typeCode="PRF">
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<assignedEntity classCode="ASSIGNED">

<representedOrganization determinerCode="INSTANCE" classCode="ORG">

<addr>
<country>392</country>

<=

@@@ B4k 2.4: Identification of the Country Where the Drug Was Obtained
>
</addr>
</representedOrganization>
</assignedEntity>
</performer>
</productEvent>
</subjectOf>
</instanceOfKind>
</consumable>

<sourceOf1 typeCode="SAS">
<pauseQuantity unit="a" value="5"/>

<I--
@@@ B.4k 91.3.1a: Time Interval between Beginning of Drug Administration and Start of Reactoin / Event
(number)

-

<I--
@@@ B.4.k 913.1b: Time Interval between Beginning of Drug Administartion and Start of Reaction / Event (unit)

>

<actReference classCode="ACT" moodCode="EVN">
<id extension="1020" root="0.2.999.1.0.5"/>
</actReference>

</sourceOf1>

<sourceOf2 typeCode="PERT">
<observation classCode="OBS" moodCode="EVN">
<code code="recurranceOfReaction" codeSystem="0.2.999.5.13">

<value nullFlavor="UNK" xsi‘type="BL"/>

<I--
@@@ B.4.k 9.1.4° Did Reactoin Recur on Re-administration?

->
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<sourceOf1 typeCode="REFR">

<actReference classCode="ACT" moodCode="EVN">
<id extension="1020" root="0.2.999.1.0.5">
</actReference>

</sourceOf 1>

</observation>

</sourceOf2>

<I--
it B.4k.4: Dosage Information (1) ##### START
>

<sourceOf2 typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi‘type="SXPR_TS">
<comp xsi‘type="PIVL_TS">
<period unit="d" value="0.5"~
<i-- @@@ B.4.k.4.r.4: Number of Units in the Interval -->
<|--
@a@ B.4.k.4.r.5: Definition of the Time Interval Unit
-
</comp>
<comp operator="A" xsi:type="TVL_TS">
<low value="2001"/>
<!-- @@@ B.4.k.4.r.6: Date and Time of Start of Drug -->
</comp>
<JeffectiveTime>
<doseQuantity unit="mg" value="100"/>
<!-- @@@ B.4.k.4r.1: Dose (number) >
<~ @@@ B.4.k.4.r.2: Dose (unit) >

<consumable typeCode="CSM">

<instanceOfKind classCode="INST">

<kindOfProduct determinerCode="KIND" classCode="MMAT">

<formCode nullFlavor="OTH">
<original Text>§iEF|</original Text>
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<|--
@@@ B.4.k.4.r.11.1: Pharmaceutical Dose Form Text
>
<fformCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

<targetOf typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="parentRouteOf Administration" codeSystem="0.2.999.5.13">
<value xsi:type="CE">
<originalText>#% 1 </originalText>
<l--
@@@ B.4k 4.r.13.1: Parent Route of Administration
>
<fvalue>
</observation>
</targetOf>
</substanceAdministration>
</sourceOf2>
<I-- #4444 B.4.k.4: Dosage Information (1) ##### END -->
<l--
#1#4 B.4k.T: Indication for Use in case (1) ##### START
>

<targetOf typeCode="RSON">

<observation classCode="0OBS" moodCode="EVN">
<code code="indication" codeSystem="0.2.999.5.13">

<value code="10015037" codeSystemVersion="13.0" codeSystem="2.16.840.1.113883.6.70" xsitype="CE">
<I--
@@@ B.4.k 7.r.2b: Indication in MedDRA Terminology (LLT code)
>
<l--
@@@ B.4k 7.r.2a: Indication in MedDRA Terminology (version)
>
<originalText>T AhA~</originalText>
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<!--

@@@ B.4.k 7.r.1: Indication as Reported by the Primary Source
-
<~alue>

<performer>
<assignedEntity>
<code code="sourceReporter” codeSystem="0.2.999.5.7"/>
</assignedEntity>
</performer>
</observation=>
<ftargetOf>
<l--
#t# B.4X.7: Indication for Use in case (1) ####4# END
-
<targetOf typeCode="CAUS">
<act classCode="ACT" moodCode="EVN">
<code code="4" codeSystem="0.2.999.5.13"~>
<|--@a@@ B.4 k.8 Action Taken with Drug -->
</act>
</targetOf>
</substance Administration>
</component>
<1 ###4## Drug Information (2) #### END -->
</organizer>
</subjectOf2>

<l-
i B.4: Drug(s) Information ####H### END
-
<l--
gt A_RelevantInformationForProductReporting CMET #g#t#H#t# END
-
</primaryRole>
</subject1>
<component typeCode="COMP">
<causalityAssessment classCode="OBS" moodCode="EVN">
<code code="InterventionCharacterization" codeSystem="2.16.840.1.113883.5.4"/>
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<value code="1" codeSystem="0.2.999.5.21" xsitype="CE"/>
<!~ @@@ B.4 k.1’ Characterization of Drug Role >

<subject2 typeCode="SUBJ">

<productUseReference classCode="ACT" moodCode="EVN">
<id extension="1097" root="0.2.999.1.0.6">

<!I-- #4## drug reference ID ->

<fproductUseReference>

</subject2>

</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"/>

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

<subject2 typeCode="SUBJ">

<productUseReference classCode="ACT" moodCode="EVN">
<id extension="1098" root="0.2.999.1.0.6"/>

<I-- ### drug reference ID >

<fproductUseReference>

</subject2>

</causality Assessment>

</component>

<l--
#t B.4k.9: Drug-reaction(s)/event(s) matrix #### STRAT
—>

<component typeCode="COMP">

<causalityAssessment classCode="OBS" moodCode="EVN">
<code code="Causality" codeSystem="0.2.999.5.30">

<value xsi'type="ST">FlEEM R <~alue>

<l @2@ B.4k.9.12.r.3: Result of Assessment -->

<author typeCode="AUT">

<assignedEntity classCode="ASSIGNED">

<code>
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<originalText>reporter</originalText>

<!~ @@@ B.4k.91.2r.1: Source of Assessment >
</code>

</assignedEntity>

</author>

<subject1 typeCode="SUBJ">

<adverseEffectReference classCode="ACT" moodCode="EVN">
<id extension="1020" root="0.2.999.1.0.5">
</adverseEffectReference>

</subject1>

<subject2 typeCode="SUBJ">

<productUseReference classCode="ACT" moodCode="EVN">
<id extension="1097" root="0.2.999.1.0.6"~>
</productUseReference>

</subject2>

<fcausality Assessment>

</component>

<component typeCode="COMP">

<causalityAssessment classCode="OBS" moodCode="EVN">
<code code="Causality" codeSystem="0.2.999.5.30"/>

<value xsi‘type="ST">F[HEME R <value>

<! @@@ B.4k.9..2.r.3: Result of Assessment >

<author typeCode="AUT">

<assignedEntity classCode="ASSIGNED">
<code>

<originalText>reporter</originalText>

<!-- @@@ B.4.k.9.1.2r.1: Source of Assessment -->
</code>

</assignedEntity>

</author>

<subject1 typeCode="SUBJ">

<adverseEffectReference classCode="ACT" moodCode="EVN">
<id extension="1020" root="0.2.999.1.0.5"~>
</adverseEffectReference>

</subject1>
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<subject2 typeCode="SUBJ">

<productUseReference classCode="ACT" moodCode="EVN">
<id extension="1098" root="0.2.999.1.0.6"~>
<fproductUseReference>

</subject2>

</causality Assessment>

</component>

<l--
##t# B.4.k.9: Drug-reaction(s)/event(s) matrix #### END
>

<component1 typeCode="COMP">

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

<code code="comment" codeSystem="0.2.999.5.6"/>

<value mediaType="text/plain” xsi‘type="ED">

L EU~RADIHEFCO A8 HE IS b a1 2 < | tHA3Z A OROMPLET~RENL S, BHEN
HBLEZD,

<Nalue>

<!I-- @@@ B.5.2: Reporter's Comments -->

<author typeCode="AUT">

<assignedEntity classCode="ASSIGNED">

<code code="sourceReporter" codeSystem="0.2.999.5.25">
</assignedEntity>

</author>

</observationEvent>

</component1>

<component]1 typeCode="COMP">

<observationEvent classCode="OBS" moodCode="EVN">
<code code="comment" codeSystem="0.2.999.5.6"/>
<value mediaType="text/plain" xsitype="ED">/{H_LOREE NI LR L TE Y. FHNZ L HFREMITEVEEZ D,

<wvalue>
<!-- @@@ B.5.4' Sender's Comments -=>

<author typeCode="AUT">

<assignedEntity classCode="ASSIGNED">
<code code="Sender" codeSystem="0.2.999.5.25">
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</assignedEntity>
</author>
</observationEvent>
</component 1>
</adverseEventAssessment>

</component>

<l--
A B.1: Patient characteristics ####HH#HH#H END
>

<component typeCode="COMP"™>

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

<code code="additionalDocumentsAvailable" codeSystem="0.2.999.5.6">
<value value="false" xsi:type="BL">

<! @@@ A.1.81: Are Additional Documents Available? ->
</observationEvent>

</component>

<component typeCode="COMP">

<observationEvent classCode="0BS" moodCode="EVN">
<code code="localCriteriaForExpedited" codeSystem="0.2.999.5.6">
<value value="true" xsitype="BL">

<l--
@@@ 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" xsi‘type="ED">

BHEDSTEEAMEIC L 5 CADAFREIR LT, 20006EENLNT 4 LEF— L ERE LTV, BWEREDZY
20014 S YV Ay ) FIEE, 200445 B IZREn Y hu— AR Df YRS, 2004F5415A0 5=
B Ry OBREREE FORERIHEI, 200658420, SRS TERIME THE—FEHELLRT. ZORIC
AR R LI, M. EHER, BEIoy ho— s TEY ., MBRE Y HCREIR o7, HERRO
IROL LU~ EI38pg/ml, ERFGSHIETHESESY & Sh, HALOEE) [Cbi@ah Ty, ML D
ATREPEEE

<wvalue>
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<I--
@@@ B.5.5.r.1: Case Summary and Reporter's Comments Text
>
<l--
@@@ 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"~>
</assignedEntity>

</author>

</observationEvent>

</component>

<component typeCode="COMP">

<observationEvent classCode="OBS" moodCode="EVN">
<code code="DateOfDayZero" codeSystem="0.2.999.5.6"/>
<value value="20060828" xsi:type="TS">

<l--
@@@ J.3a: The date of day 0 for reporting time frame
->
</observationEvent>
</component>

<component typeCode="COMP">

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

<code code="ActionToBeTaken" codeSystem="0.2.999.5.6">

<value mediaType="text/plain” xsi:type="ED">5% bEE L TE=F—F %, <~value>
<!-- @@@ J.9: Company's action to be taken -->

</observationEvent>

</component>

<component typeCode="COMP">

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

<code code="OtherReference" codeSystem="0.2.999.5.6"/

<value mediaType="text/plain" xsitype="ED">¥#/MZ 2\ " TidIA B <value>
<!- @@@ J.10: Other references >

</observationEvent>

</component>
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<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">
<!~ @@@ 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-0001" root="0.2.999.10.2.1"/~>
<l--
@@@ A.1.12.r: Identification Number of the Report Which Is Linked to this Report
-
</controlActEvent>
. </subjectOf2>
</relatedInvestigation>
</sourceQf>

<l--
ks A 2: Primary Source(s) of Information ##ttitit# START
->

<sourceOf typeCode="SPRT">
<priorityNumber value="1"/>
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<l--

@@@ A 2.r.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-{{HET1111</streetAddressLine>
<city>T-REX</ity>

<state>FUrEf</state>
<postalCode>Privacy</postalCode>

</addr>

<telecom value="tel:Privacy"/>

<assignedPerson determinerCode="INSTANCE" classCode="PSN">

<name>
<prefix>Effi</prefix>

<!--
@@@ A.2.r.1.1a: Reporter Identifier (Reporter title)
->
<given>—Rfi</given>
<l--
@@@ A.2.r.1.1b: Reporter Identifier (Reporter given name)
>
<family>fP3<family>
<l--
@@@ A.2.1.1.1d: Reporter Identifier (Reporter family name)
->

<mame>

<asQualifiedEntity classCode="QUAL">
<code code="1" codeSystem="0.2.999.5.8">
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<!l @@@ A 2.r.1.4: Qualification ->
</asQualifiedEntity>

<asLocatedEntity classCode="LOCE">

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

<1~ @@@ A.2.r.1.3: Country (Reporter country code) ->

</location>

</asLocatedEntity>

</assignedPerson>

<representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name>#HEPF<name>

<|--
@@@ A.2.r.1.2b: Reporter's Address and Telephone (Reporter department)
>

<assignedEntity classCode="ASSIGNED">

<representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name>T{UHMPE</name>

<|--

@@@ A 2r.1.2a: Reporter's Address and Telephone (Reporter organization)
>
<frepresentedOrganization>
<fassignedEntity>
<frepresentedOrganization>
</assignedEntity>
</author>
</controlActEvent>
</subjectOf2>
</relatedInvestigation>
</sourceOf>

<l--
i A 2: Primary Source(s) of Information ##t###H# END
>

<l--
i A 8- Information on Sender of Case Safety Report ###t##titH# START

->

<subjectOf1 typeCode="SUBJ">
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<controlActEvent classCode="CACT" moodCode="EVN">

<author typeCode="AUT">

<assignedEntity classCode="ASSIGNED">
<code code="1" codeSystem="0.2.999.5.11"/>

<! @a@@ A.3.1: Sender Type >

<addr>

<streetAddressLine>{##T 1 2 3 1 </streetAddressLine>
<city>HRX </city>

<state>HFIR</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>

<I-- @@@ A_3.3b: Sender’s Title ->
<given>#] B </given>

<!-- @@@ A.3.3¢: Sender's Given Name >
<family>KF<family>

<I-- @@@ 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.3.4e* Sender’'s Country Code >

</location>

</asLocatedEntity>

</assignedPerson>

<representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name/>

<assignedEntity classCode="ASSIGNED">

<representedOrganization determinerCode="INSTANCE" classCode="ORG">
<name>FRE—E FE</name>
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<!-- @@@ A.8.3a: Sender's Department >
</representedOrganization>
</assignedEntity>

<asldentifiedEntity classCode="TDENT">
<id extension="ABABRSEH " root="0.2.15.1"/>
<|-- @@@ A.3.2: Sender’s Organization ->
</asldentifiedEntity>
</representedOrganization>
</assignedEntity>

</author>

</controlActEvent>

</subjectOf1>

<l--
s A 3: Information on Sender of Case Safety Report ##H#H#H#HHH## 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">
<|--@@@ 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"/>
<I--@@@ J. 1a: Case identifier (category) -->
</investigationCharacteristic>

</subjectOf2>

<subjectOf2 typeCode="SUBJ">

<investigationCharacteristic classCode="OBS" moodCode="EVN">
<code code="NumberOfFrequency" codeSystem="0.2.999.5.3"/>
<value value="1" xsi:type="INT"/~>

<l--
@@@ J.2: Number of frequency for reporting to PMDA
>

<AnvestigationCharacteristic>
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