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<?xml version ="1.0" encoding = "UTF-8"7>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd"™>
=?xml-sylesheet type="text/xsl" href="util/style/ectd2-1-x.xls"?>
<ectd’ectd xmInsectd = "http//www.ich.orglectd" xmlnsxlink = "http//www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m2-5-clinical-overview xmllang = "en">
<leaf ID="a123457" operation = "replace" xlink’type = "simple"
checksum-type="md5” checksum ="502¢9ab5827431f077340ceadb5e465a"
xlinkhref = "m2/25-clin-over/elinical-overview-revised pdf"
application-version = "PDF1.4" modified-file ="../0000/ index.xml#a123456">
<title>Clinical Overview</tifle>
</leaf>
</m2-5-clinical-overview>
</m2-commeon-technical-document-summaries>
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studies>BRYU T OETO HRERICBRERELZBIGT 3 Z EKRETH 2 L, LUTOH,

2 DOBE_(ERE L UEL) BT 3EROBHERTIAVAY VAEE bICHMICFITL
T3, 5T, <category>BFEA X ORBOMIIT, <file-tag>EHEAVWT, 77 AL DR
BEOSHILR->THAANLNRS, ‘ :

<?xml version = "1.0" encoding = "UTF-8"7>
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<?xml-svlesheet type="text/xsl" href="util/style/ectd2-3-x.x1s"?>
<ectd'gctd xmlns-ectd = "http//www.ich.orglectd” xmIns:xlink = "http/fwww.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m2-T-clinical-summary> '
<m2-T-3-summary-of-clinical-efficacy indication = "pain"™>
<leaf ID="5123456" operation = "new" xlink'type = "simple"
checksum-type="md5” checksum ="5aa5c0e630a700a{869¢4c72535{c022"
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xlink:href ="m2/27-clin-summ/summary-clin-efficacy nausea.pdf'>
<title>nausea efficacy summary</title>
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</m2-7-3-summary-of-clinical-efficacy>
</m2-7-clinical-summary>
</m2-common-technical-document-summaries™>
<mb-elinical-study-reports>
<m&5-3-clinical-study-reports>
<m5-3-5-reports-of-efficacy-and-safety-studies indication = "pain">
<mb5-3-5-1-study-reports-of-conirolled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf ID="a123458 operation = "new" xlink:type = "simple"
checksum-type="md5” checksum ="a452%c4a257f07{8a0ec591dde854578"
xlink:href ="m5/53-clin-stud-rep/535-rep-eff-safety-stud/pain/pain-srl.pdf’>
<title>pain study report 1</title>
<{leaf> .
<fmb-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to
</mb-3-5-reports-of-efficacy-and-safety-studies>
<mb5-3-5-reports-of-efficacy-and-safety-studies indication = "nausea">
<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the
<leaf ID="2123459" operation = "new" xlink:type = "simple"
checksum-type="md5” checksum ="c5c39f594b2070a57bea66e58860e fef”
xlinkhref = "m&/53-clin-stud-rep/535-rep-eff-safety-stud/mausea/nansea-srlb.pdf">
<title>nausea study report 15</title>
<fleaf>
<Jeaf ID="a123460" operation="new" xlink:type="simple"
checksum-tvpe="md5" checksum="15faf198015{3599acabb7755c2d6b0c"
xlink’href="m5/63-clin-stud-rep-535-ren-eff-safatv-stud/nausea/5351-stud-rep-
contrfxyz0015/Mmavsea-srl15.pdf'>
<title>nausea study report 15</title>
<fleaf>
</mb-3-5-1-study-reports-of-controlled-clinical-studies-peitinent-to-the-claimed-indication>
</m5-3-5-reports-of-efficacy-and-safety-studies>
</mb-3-clinical-study-reports>
</mb-clinical-study-reports>
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<m3-2-body-of-data> ]
<m3-2-g-drug-substance substance = "Acetaminophen" manufacturer = "My supplier">
<leaf ID="a123456" operation = "new" xlinkitype = "simple" checksum-type="md5”
checksum ="b002e4544¢02361fe54be9262e777012" xlink href="m3/32-body-data/
32s-drug-sub/acetaminophen-my-supplierfacetaminophen.pdf”>
<title>Acetaminophen - My Supplier Data</title>
<fleaf> :
</m3-2-s-drug-substance> ‘
<m3-2-s-drug-substance substance ="Acetaminophen" manufacturer = "Bulk Companyv 2">
<leaf ID="a123457" operation = "new" xlink:type = "simple" checksum-type=“md5”
checksum ="0000cd fa05b1e995f88057150414a783" xlinkhref="m3/32-body-data/
32s-drug-sub/acetaminophen-bullk-company-2/acetaminophen2.pdf*>
<title>Acetaminophen — bulk company 2 data</title>
<fleaf>
</m3-2-s-drug-substance>
<m3-2-s-drug-substance substance = "Codeine" manufacturer = "Drug company 2">
<leaf ID="a123458” operation = "new" xlink:type = "simple" checksum-type="md5”
checksum ="{55523234f65623fe54be926ec435354" xlink:href="m3/32-body-data/
32s-drug-subleodeine-drug-company-2/codeine-quality-data.pdf'>
<title>codeine — drug company2 data</title>
<fleaf>
</m3-2-s-drug-substance> -
</m3-2-body-of-data>
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<m3-2-body-of-data> .
<m3-2-p-drug-product product-name = “Wonder drug” dosageform="Capsule”
manufacturer=Company A">
<leaf ID="a123456" operation = "new" xlink:type = "simple” checksum-type="md5"
checksum ="f27cd9e659d8acf7Tbaablce753d733e" xlink href ="m3/32-body-data/
32p-drug-prod/capsule-5mg/32pl-desc-comp/description-and-composition.pdf'>
<title>Wonder drug capsule product information</title>

</leaf>
</m3-2-p-drug-product>

<m3-2-p-drug-product product-name = “Wonder drug” dosageform="Tablet’
manufacturer="Company A”>
<leaf ID="a123457" operation = "new" xlink'type = "simple" checksum-type="md5”
checksum ="7490d74c3d5e442ad57daa155253eb16" xlink-href ="0000/m3/32-body-data/
32p-drug-prod/tablet-5mg/32p 1-desc-comp/description-and-composition.pdf">
<title>Wonder drug tablet produet data</title>
<fleaf>
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<m2-common-technical-document-summaries™
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<m?2-3-r-regional-information>
<node-extension>
<title>special-summaxy</title>
<Jeaf ID="a123456" operation = "new" xlink'type = "simple” xlink-href =
"m2/23-qosfextra-quality-sum.pdf" checksum-type="md5"
checksum="7490d74c3d5e442ad57daa155253eb16">
<title>Extra guality summary </title>
<fleaf>
</node-extension>
</m2-3-r-regional-information>
<fm2-3-quality-overall-summary>
</m?-common-technical-document-summaries>
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<m2-common-technical-document-summaries>
<m?2-5-clinical-overview xmllang = "en">
<leaf ID="a123456" operation = "new" xlink:type = "simple" checksum type="md5" checksum =
"e854d3002c¢02a61fe5che926f1973401" xlink:href = "m2/25-clin-over/clinical-overview.pdf"
application-version = "PDF].4"> ‘
<title>Paper Submission </title>
<fleaf>
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</m2-common-technical-document-surmnmaries>

Page 6-17



