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<m2-common-technical-document-summaries>
<m2-5-clinical-overview xmllang = "en">
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<fectd ectd>

B 6-3° B DBISIEDR B S 5 DF 5 &

¥ O S B BB S X <m2-7-3-summary-of-clinical-efficacy> & <mb-3-5-reports-of-
efficacy-and-safety-studies>EROEFNEhIZ, b9 1 >OBEEERT S, BEINLORME
WOV T EEHEAY e B O—RIXTFER, BE %‘ii;ﬂb}@)%ﬁ@{ﬁ?ﬁ‘ﬁﬁ £5 0 74 7 VO
CEBIEESRAZLORVL S, BEHIZERZBEIETHS, BIE D B R A0
Fikid., AEnEEEEEo ) —7EREFTTHIERL, IhbD7 rAADEDDERL
f_ﬁl’iﬁ%‘ﬁo%?bb\ U EREREET AL THD, PSRN OBMEEEE S DA
oL EEAETN Y 3, EEEOMRFEC OV CHIRORERS BICHKT s b, BITO®R
W OBEEOHENG ERT,

3 6-9
EES ' - B R R il
<m2-7-3-summary-of-clinical-efficacy> Indication T A Pain
<m5-3-5-reports-of-efficacy-and-safetv- Indication © | REA Pain
studies> .

#8414 13 it <m2-7-3-summary-of-clinical-efficacy> & <mb-3-5- reports of-efficacy-and-safety-
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<m2-common-technical-document-summaries™>
<m2-7-clinical-summary>
<m2-7-3-summary-of-clinical-efficacy indication = "pain™>

<leaf ID="5123456" operation = "new" xlink:type = "simple"
checksum-type=“md5” cheeksum ="Haa5cle630a700a{B69e4c72535fc922"
xlink:href ="m2/27-clin-sum/summary-clin-efficacy-pain.pdf">
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<title=pain efficacy summary</title>
<fleaf>
</m2-7-3-summary-of-clinical-efficacy>
<m2-7-3-summary-of-clinical-efficacy indication = "nausea">
<leaf ID="a123457" operation ="new" xlink:type = "simple"
checksum-type="md5” checksum ="bde4d34dcB80678a266352af450c3962"
xlink’href ="m2/27-clinsumm/summary-clin-efficacy-nausea pdf'>
<title>nausea efficacy summary</title>
<fleaf>
</m2-7-3-summary-of-clinical-efficacy>
</m2-7-clinical-summary>
</m2-common-technical-document-summaries>
<mb-chnical-study-reports>
<mb-3-clinical-study-reports>
<mb-3-5-reports-of-efficacy-and-safety-studies indication = "pain">
<mb-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the- clalmed-1nd1cat10n>
<leaf ID="a1234568" operation = "new"” xlink:type = "simple"
checksum-type="md6” checksum ="a4529c4a25710718a0ec591dde854578"
xlink href ="m5/53-elin-stud-rep/535-rep-eff-safety-stud/pain/pain-srl.pdf>
<title>pain study report 1</title>
</leaf> ‘
</m&-3-5-1-study-reports-of-controlled-clinical-studies-
</m5-3-5-reports-of-efficacy-and-safety-studies>
<mb-3-h-reports-of-efficacy-and-safety-studies indication = "nausea">
<m5°3-5-1-studv-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf IN="2123459" operation = "new" xlinktype = "simple”
checksum-type="md5” checksum ="¢5c391694b2070a57beab6:58860¢ fef
xlink‘href = "m5/53-clin-stud-rep/535-rep-eff-salety-stud/nausea/nausea-srl1b.pdf>
<title>nausea study report 15</title>
<fleaf>
<]eaf ID="3123460" operation="new" xHnk type="simple"
checksum-type="md5" checksum="15faf198015{359%acabb7755c2d6h0c"
xlinkhref="m5/53 clin-stud-rep-535-rep-eff-safety-stud/nausea/5351-stud-rep-
contr/xyz0015/Mmansea-sx15.pdf>
<title>nausea study report 15</title>
<fleaf>

ertinent-to-the-claimed-indication>

</mb-3-5-1-studv-reports-of-controlled-clinical-studies-vertinent-to-the-claimed-indication>

</m5-3-b-reports-of-efficacy-and-safety-studies>
</mb-3-clinical-study-reports>
</mb-clinical-study-reports>
<fectd: ectd>

Gl 6-4: FHDOFE, BEEELL UM PHSHEDOFF &

HEORERHHESIT. <mI-2's-drug-substance>BERICHAESINTH A BEEZHW3 Z 2iC
L0, FEER CHEEEOFE OSSR ERNTOIILFTED, BELSOBEIZ W
TEENLDHFECBIEEET. FEFTR N CORECEPHEF A 74 72 A08ICES
FEBSNAZELORNE Y, HBEEFLPBRERXTHD, BIEZNEERT DM D FTE,

TEDRBREEF LY~ TERETCHIRL, ZhbD 77 A0 OEE LERIEE
EROFLWI—JERPRMHTI L CHS, BRHIEINOOBEEYEET SIS, R
BEIME S D FEEFOMHEFEC OV THIROBEF S FICHERTAZ ., UTORIZZIORE
PO EERT,
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EHR BAE B R il
<m3§-2-s-drug-substance> substance 1 >ORECATR {Acetaminoph
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E% | Rk T A

en

|manufacturer [FEEOBEEE O/ T My supplier

6-4A:
SFHL. 2 OEE (FTERF S 7B rUadf4y) BT ERERETEEOA

AR VAOYEEE T a ORI THB, T THEREEC—FHI, 20@% EEENLEMESN S
LD ET B,

<m3-2-body-of-data>
<m3-2-s-drug-substance gubstance = "Acetaminophen” manufacturer = "My suppliet”>
<leaf ID="a123456" operation = "new" xlinkitype = "simple" checksum-type="md5”
checksum ="b002e4544002361fe54bel26ae777012" dlink 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 Company 2>
<leaf ID="a123457" operation = "new” xlink:type = "simple" checksum-type="md5"
checksum ="0000¢dfa05b10995880571504144783" xlinkhref="m3/32-body-data/
32s-drug-sub/acetaminophen-bulk-company-2/acetaminophen2.pdf">
<title>Acetaminophen — bulk company 2 data<fitle>
<fleal>
</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 ="{555a3234165623fe51he0260e435354" xlink-hret="m3/32-body-data/
32s-drug-sub/codeine-drug-company-2/codeine-quality-data.pdf"™>
<title>codeine — drug companv2 data<iitle>
</leaf>
</m3-2-s-drug-substance> -
</m3-2-body-of-data>

%’Eﬁ@%@ﬁﬂﬁi%é%@rﬁ‘ <m3-2-p-drugproduct>BERICHAE SN TVWARBELZ WS Z &ICX
s Ele L AR O DA SR ERERTE LB TES,, BAEILLDERT
wr@&%ﬁ% O EIHEEET, BEERIL O OBEOERSEF A 7914 7 VORI
&%K%Eéh%;k@tw£9\ﬁﬁuiﬂ%ﬁ&m%f&é HEZhEERTHE—DOH
%ﬁ\$ﬁ@&%ﬁﬁ%ﬁokﬂ~7%$%?&fm%b‘:h%@77%»®t@@£ﬁbt
B A EOH LY — 7 EREFEMTA - L ChD, HERR IR L OBEEEEE T S,

EENETN Y 5 THEFORFEC OV THSEOREY BICHKT S 2 &, ELUFDFERIC
3.2P K BTE T DRBEOENEERT,

. #* 6-11
HF B B ' #l
<m3-2-p-drug-product> product-name B Retiad R i wonder drug
dosageform EORA DFE Capsule
manufacturer JRIEOREREE DL Company A

) 6-4B:
LT, 2 oOBE (I L UsR) KET 2 ERERET B0 Y AF U ADOYE
I a O THS,
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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 ="f27cd9e659d8acfThaabl0cc753d733¢" xlink href ="m3/32-body-data/
32p-drug-prod/eapsule-5mg/32p1-dese-comp/deseription-and-composition.pdf'>
<title>Wonder drug capsule produet information</title>
<fleaf>
</m3-2-p-drug-product>
<m3-2-p-drug-product produci-name = “Wonder drug” dosageform="Tablet”
manufacturer="Company A">
<leaf ID="al123457" operation = "new" xlink:type = "simple”" checksum-type="md5”
checksum ="7490d74c3d5e442ad57daal155253eb16" xlink href ="0000/m3/32-body-data/
32p-drug-prod/tablet-bmg/32p 1-desc-comp/deseription-and-composition.pd >
<title>Wonder drug tablet product data</title>
<fleaf> ‘
</m3-2-p-drug-product>
</m3-2-body-of-data>

41 6-5: XML eCTD DTD B # R T 3 HEDF5F &
WEEE Y, EESN-AREED T, /— FHGE (node extensions) #1375 Z L2 LY
EROTEEPETEXS, /— FIE (node extensions) D4 FIZHERE X h iz i, ote
AEPUEREASOLITE DL, J— FiiE (node extensions) & H 4 5 Bl Mk F 4 &
AEBRBENEW, BHii-oEE TS BR — FZ &0, TEHR<node-extension>%ER$
e <title>BEROEITRER»LZITHS, EBSNCERORTAD LUV TOHIERY
A E. 2. <m2-3-rregional-information>Z IR TE 528, <m2-3-quality-
overall-summary>iE BRI EE SN E TOER CHRAZVWO CIIETE Y,

DTFRBHYE»OEF SN A HRES2 RS 52D, BiFE H <m2-3rregional
information>#HEL TS eCTD A » A X AT, YiZ¥s o1, <node-extension>
LERET A title BREIFIEONEEZTRHA LTV, LTFOROMIEERIE, /— FiEEZ A
A< <m2-3rregional-information>EBFE O T O <leal-BERCIRUETLH I L HTES,

<m2-common-technical-document-summaries>
<m2-3-guality-overall-summary>
<m2-3-r-regional-information™>
<node-extension> " ’
<titlerspecial-summary</title>
<Jeaf ID="2123456" operation = "new" xlink'type = "simple" xlink href =
"m2/23-goslextra-quality-sum.pdf" checksum-type="md5"
checksum="7490d74c3d5e442ad57daa 1566253c¢h16">
<title>Extra guality summary </title>
<fleaf>
</node-extension>
</m2-3-rregional-information>
</m2-3-quality-overall-summary>
</m2-commaon-technical-document-summaries>

R S — FE LCRISRE T 7 A VERHT B0, £<RCERE, / — FiEES
( <node-extension>lZ x4 A<title>ER b EHT) ZHRVWTEBRY r A ARET 5, ZHiC
L OBBER/IRILOT 7 A VOBFEHEL. TOREZEHTE 5,
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B 6-6: HEDTE T—E 0 & 1B T3 H&DF5[ &

OTD D542 BTHBICBTTAE. BIRICI-> TR B0ty v a Y ERETOBTELL -
THABNWELTWVWS, IRV TRHETNA FrA28REhkn. TOBEE, XML
oCTD AV RAVAL., WD r v avyORBELEFHFETLE PDF 7y A VE2EHLT L, £
@ PDF 7 74 AbE. B2 CTD XEOLF L. WENRE, BLUX785lTER Lt 12
— T LRV, XMLeCTD A > A Z v AD<title>BEHR T, ZAREOBHTHL L
AT LR TESD,

DR B A S TR T A T LR A VA Z VADGHITH B,

<m2-common-technical-document-summaries>

<m2-B-clinical-overview xmilang = "en">

<leaf ID="2123456" operation = "new" xlink'type = "simple” checksum-type="md5" checksum =
"68254043002c02a61febcbe926£1973401" xlink href = "m2/25-clin-over/clinical-overview.pdf" .
apylication-version = "PDE1.4">
. <title>Paper Submission </title>
<fleaf>

<fm2-5-clinical-overview>

</m2-common-technical-document-summaries>
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