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D)

92 WEF v 7 (RS | Document #-document. textEZFIZX LT, text. referenceEENHE T 5 Z &, NG JP-eCTD4-296
D)

93 WATF = v 7 (BiHESED | Document %-document. textEZFIZx LT, text. reference@value/EMENHET 52 Ly NG JP-eCTD4-297
D)

94 WET = v 7 (RitESMHS | Document #-document. text. descriptionZEFE T %) LT, description@value@ M 45 NG JP-eCTD4-309

)

&
N— o
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95 VBT = v 7 (RHRSAESD | Document #-document. text. thumbnail &2 %f L C. thumbnail@value @ENHR T2 = NG JP-eCTD4-306
D) L

96 VETF = v 7 (BiHESEH | Keyword Definition | #keywordDefinitionZE#E|Z5t L T, keywordDefinition. code@code@ A HiEL 3 NG JP-eCTD4-315
D) HZ &,

97 VETF = v 7 (BitESMEH | Keyword Definition | #keywordDefinitionZE#E|Z5%t L T, keywordDefinition. code@codeSystem/@:ns NG JP-eCTD4-317
D) HERT5Z &,

98 WEF vV (FitESEMHH | Keyword Definition #keywordDefinitionZEF 2%t L T, keywordDefinition. statusCode@code & M: 23 NG JP-eCTD4-320
D) HERT5Z &,

99 VIETF = v 7 (BiHESESH | Keyword Definition | #keywordDefinitionZEFRIZ%I L T, keywordDefinition. value. itemZE3E AN HH NG JP-eCTD4-323
D) THI L,

100 VBT = v 7 (AitesftdH | Keyword Definition -keywordDefinitionEEZE|Zx) L T, keywordDefinition. value. item@code /&3 NG JP-eCTD4-325
D) HERT5Z &,

101 WEF vV (FitESEMHH | Keyword Definition #-keywordDefinitionZEZ 2% L T, keywordDefinition. value. item@codeSyste NG JP-eCTD4-328
D) mEMENHBLT 5 2 L,

102 WEF vV (eSS | Keyword Definition | £rkeywordDefinitionZEZEIZx) L T, keywordDefinition. value. item. displayNa NG JP-eCTD4-332
v) me BENHEBLTH Z &,

103 WEF v 7 (FitEEMHH | Keyword Definition | £rkeywordDefinitionZEZE|Zx) L T, keywordDefinition. value. item. displayNa NG JP-eCTD4-333
D) me@valueBENHITH Z &,

104 VBT v T Category Event submissionUnit. componentOf2. categoryEventEHE N HE I 5= & NG JP-eCTD4-341

105 VAT =7 Category Event componentOf2. categoryEvent. code@codeE M3 HELT 5 = &0 NG JP-eCTD4-344

106 WEAT =V Category Event componentOf2. categoryEvent. code@codeSystem/@ NI AHZ &, NG JP-eCTD4-349

107 WEAT =V Category Event PIREREHIC BT, categoryEvent. component. categoryEventZEE N HE4T5 = NG JP-eCTD4-351

L,
108 WET = Category Event FREEHIZ 3BT, component. categoryEvent. code@code/@IENHERTAH Z & NG JP-eCTD4-355
109 VBT T Category Event PRI BT, component. categoryEvent. code@codeSystem/@ M HER 45 NG JP-eCTD4-360
L,

110 VT = v 7 (Fi$ESMSH | Context of Use #-contextOfUse. code. original Text3EE|Z%f L C, originalText@value@& D H NG JP-eCTD4-101
D) Hy5z L,

111 VAT = v 7 (RS | Document SAS XPORT JEZ (k. xpt) D7 7 A VA& ST 5 document EHE %I LT, documen NG JP-eCTD4-294
n) t. text@charset/BPENHIAITH Z &

112 ANARAF = w7 Submission Unit submissionUnit. statusCode A HIL L7222 &, Information | ICH IGTITFEHANRO LN TWAHEFET | JP-eCTD4-079

N, BEYRIILYZEREFEH L7202
CICHETDHZ L,

113 = - (R - -

114 AJIARAF = v 7 (HitES: | Context of Use statusCode@code @ MEAE DY Tsuspended] T HcontextOfUseBER|Zxf LT, cod NG JP-eCTD4-095
1) eEBMNHBLLR2NZ &,

115 ANARAF = v 7 (BifES | Context of Use priorityNumber@updateMode JBMEDMFIET % contextOfUse EFHRIZXF LT, code® NG JP—eCTD4-095
1) FNHBL L2 &,

116 AT AT F = v 7 (BiES: | Related Context of | FINIEHIZI VT, contextOfUse. replacementOf. relatedContextOfUseZLZE N H NG JP-eCTD4-110

&)

Use

HLpnwZ L,
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117 ANIREF = v 7 (RitES: | Related Context of | statusCode@code@BIEAEDY lsuspended] Td 5 contextOfUseZEFR TS LT, con NG JP-eCTD4-111
HHn) Use textOfUse. replacementOf. relatedContextOfUseBEZ S HEL L 722 &
118 ANARAF = 7 (HitESk | DocumentReference statusCode@code @Al 2Y suspended| T HcontextOfUseBZE 2% LT, con NG JP—-eCTD4-123
&) textOfUse. derivedFrom. documentReferenceBEEHZE N HER L2 &,
119 ANARFF = v 7 (FitES | DocumentReference priorityNumber@updateMode &3 TELET D contextOfUse (2% LT, contex NG JP-eCTD4-123
&) t0fUse. derivedFrom. documentReferenceBEEZENHIR LW &,
120 ANARAF = 7 (RitESk | Keyword statusCode@code @Al 2Y suspended| Td HcontextOfUseBEZFE 2% LT, con NG JP—-eCTD4-130
50 ) textOfUse. referencedBy. keywordBEENHIA L 722
121 ANARAF = v 7 (BifES | Keyword priorityNumber@updateMode J&ME2MFET % contextOfUse & (2% LT, contex NG JP-eCTD4-130
HHn) t0fUse. referencedBy. keywordZEE N HIA L 722 Ly
122 AR F = Review eCTDFEBILIZ IV NT, submission. subject2. reviewBE =N HEL L7222 &) NG JP-eCTD4-185
123 - - (RE) - -
124 ANREF = v 7 (Ri#ES: | ManufacturedProduct | £reviewBlZR (2%} L T, statusCode@code/BMAE D suspended] DIFEIZIB T, NG JP-eCTD4-200
&) review. subjectl. manufacturedProductZEHE 2N HIR L7\ 2 &,
125 ANREF =~ 7 (Ri#ES: | Applicant KreviewEFEIZxI L T, statusCode@code BB Isuspended) DFEIZIRBVT, NG JP-eCTD4-226
HHn) review. holder. applicantEZENHEA L2\ 2 &,
126 AJIARA]F = v 7 (Fi#ES: | ProductCategory FreviewEFE Ik L T, statusCode@code/BMHEAE DY [suspended | DBEITIBWT, NG JP-eCTD4-236
HHn) review. subject2. productCateogryEZMNHEIR L2V 2 &
127 - - (k%) - =
128 ADNAFF =7 (FifES: | Document title@updateMode B AMFEAET 5 document BFE 125t L T textBEE N HEL L /2 NG JP-eCTD4-291
HH ) NP
129 ANIARB[F = Document docuent. text@language/BIEDNHER LRV 2 & Information ICH IGTITMAHNFRD BN TWHEFRT | JP-eCTD4-036
. BEYRITYHEREMEH L 20D
_Eéjfﬁ‘é L.
130 ANARA[F =7 Document docuent. text@mediaType/BMENNHER LW 2 & Information ICH IGTITM RO BN TWHEFRT | JP-eCTD4-036
C BEYRIIYHEREFEH L2
_Eéjfﬁ‘é L.
131 ATIARA[F = 7 Document docuent. text@updateMode BIENHEL L 7222 &) Information ICH IGTIZFEHRRD 5N TV DHEETE JP-eCTD4-036
C BEYRIIYEEREFEH L2
_Eéjfﬁ‘é L.
132 - - (R - -
133 ATIARA[F = 7 Category Event PRI DFHIZ BT, categoryEvent. component. categoryEvent B2 13 HH, NG JP-eCTD4-353
LT &,
134 AR F = Submission Unit submissionUnit. id@extension@MHERNHER L2 &, NG JP-eCTD4-036
135 AR F =7 Submission Unit submissionUnit. id@identifierName/@IE2NHEL L2 &, NG JP-eCTD4-036
136 AR F =7 Submission Unit submissionUnit. id@scope@ENHIER LW & NG JP-eCTD4-036
137 AN AR F =7 Submission Unit submissionUnit. id@reliability@MENHEL L2V &y NG JP-eCTD4-036
138 ANARA[F =7 Submission Unit submissionUnit. id@displayable@ 23 HEL L7222 &, NG JP-eCTD4-036
139 AR F = Submission Unit submissionUnit. id@validTimeLow/@MEDSHER L7722 &, NG JP-eCTD4-036
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140 ATIARA[F = v 7 Submission Unit submissionUnit. id@validTimeHigh/@fE23 HHEL L7222 & NG JP-eCTD4-036
141 ANTIARR]F =7 Submission Unit submissionUnit. id@control InformationRoot/EMEDSHERL LAguN2 &, NG JP-eCTD4-036
142 AR F =7 Submission Unit submissionUnit. id@controlInformationExtension/@ M2 HEL LW 2 &, NG JP-eCTD4-036
143 AR F =7 Submission Unit submissionUnit. id@ullFlavor/&M:2NHE L7722 NG JP—eCTD4-036
144 AN AR F =7 Submission Unit submissionUnit. id@flavorId/@PENAHIA L 22 &, NG JP—eCTD4-036
145 ANIARR]F =7 Submission Unit submissionUnit. id@updateMode /@A HIA L 72WT & NG JP-eCTD4-036
146 ATIARB[TF = v 7 Submission Unit submissionUnit. id@xsi:type@BMESHIER LN L NG JP-eCTD4-036
147 ANARA[F =7 Submission Unit submissionUnit. code. displayNameZ N HEA L 722 & NG JP-eCTD4-036
148 AR F =7 Submission Unit submissionUnit. code. original TextERE RN HBL LW Z &, NG JP-eCTD4-036
149 AN F =7 Submission Unit submissionUnit. code. translationBEZE NN HIA L2\ 2 &y NG JP-eCTD4-036
150 AR F = Submission Unit submissionUnit. code. sourceEHE NI L7202 NG JP-eCTD4-036
151 ANARA[F = 7 Submission Unit submissionUnit. code@codeSystemName g HEL LW & NG JP-eCTD4-036
152 AR F =7 Submission Unit submissionUnit. code@codeSystemVersion@& M3 HHEL L7\ 2 &, NG JP-eCTD4-036
153 AR F = Submission Unit submissionUnit. code@valueSet/gPENSHIA L2\ Z &, NG JP-eCTD4-036
154 ANJIARR]F =7 Submission Unit submissionUnit. code@valueSetVersion/@ N HEL L 7222 &) NG JP-eCTD4-036
155 AR F =7 Submission Unit submissionUnit. code@codingRationalef@ M3 HIR L 72N 2 &0 NG JP-eCTD4-036
156 AR F = Submission Unit submissionUnit. code@validTimeLow/@PESHERL L2V 2 &, NG JP-eCTD4-036
157 AR F = Submission Unit submissionUnit. code@validTimeHigh/@M:2s HEL L 7222 NG JP-eCTD4-036
158 AR F =7 Submission Unit submissionUnit. code@control InformationRoot/@MEASHIRA L 722 &y NG JP-eCTD4-036
159 ANIARR]F =7 Submission Unit submissionUnit. code@control InformationExtensionf@MENHER LW 2 & NG JP-eCTD4-036
160 AR F = Submission Unit submissionUnit. code@nul1Flavor/g@fEsHIEA L7222 &, NG JP-eCTD4-036
161 AR F =7 Submission Unit submissionUnit. code@flavorld/@ A HIR LW &, NG JP-eCTD4-036
162 AR F = Submission Unit submissionUnit. code@updateMode g PEDSHIER L 722 & NG JP-eCTD4-036
163 AR F = Submission Unit submissionUnit. code@id/@MENAHEL L 7202 &, NG JP-eCTD4-036
164 AR F =7 Submission Unit submissionUnit. code@xsi:typeBEHE LW & NG JP-eCTD4-036
165 AN ARO[ F = Submission Unit submissionUnit. title. dataBEE N HIH L2\ 2 &, NG JP-eCTD4-036
166 AR F = Submission Unit submissionUnit. title. xml BEENHIR L2 WZ &, NG JP-eCTD4-036
167 NIRRT F = v 7 Submission Unit submissionUnit. title. referenceZENHIA L 22 & NG JP-eCTD4-036
168 ANARA[F =7 Submission Unit submissionUnit. title. integrityCheckEZE N HIA L2\ 2 &0 NG JP-eCTD4-036
169 AR F = v Submission Unit submissionUnit. title. thumbnai | EENHEA L2\ 2 &, NG JP-eCTD4-036
170 AR F =7 Submission Unit submissionUnit. title. descriptionBEFE RN HB LW Z &, NG JP-eCTD4-036
171 NIRRT F = v 7 Submission Unit submissionUnit. title. translationZE&HE 3 HIEL L7222 & NG JP-eCTD4-036
172 AR F =7 Submission Unit submissionUnit. title@mediaTypeBIESHER L 2N 2 &, NG JP-eCTD4-036
173 ANARA[F =7 Submission Unit submissionUnit. title@charset/@MHENHIA LW &, NG JP-eCTD4-036
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174 ANIARR]F =7 Submission Unit submissionUnit. title@language/BME23HEL L2\ 2 &, NG JP-eCTD4-036
175 ANTIARR]F =7 Submission Unit submissionUnit. title@compression/@IEHEL L7222 &) NG JP-eCTD4-036
176 AR F =7 Submission Unit submissionUnit. title@nullFlavor/@MHENHIA LAAWT &, NG JP-eCTD4-036
177 ANNAREF =y 7 Submission Unit submissionUnit. title@integrityCheckAlgorithm/@ 2N HIR L2 NG JP-eCTD4-036
178 AN AR F =7 Submission Unit submissionUnit. title@validTimeLow/@ M2 HEL L7222 & NG JP—eCTD4-036
179 ATIARB[F = v 7 Submission Unit submissionUnit. title@validTimeHigh/@MENHER LW 2 &, NG JP-eCTD4-036
180 AR F =7 Submission Unit submissionUnit. title@controlInformationRootBHEASHER L2 L) NG JP-eCTD4-036
181 ANTIARR]F =7 Submission Unit submissionUnit. title@control InformationExtension@fENHER LW 2 &, NG JP-eCTD4-036
182 AN F =7 Submission Unit submissionUnit. title@flavorId/@ M2 HEL L7722 &, NG JP-eCTD4-036
183 AR F =7 Submission Unit submissionUnit. title@updateMode /@& IEDSHIR L 722 &y NG JP-eCTD4-036
184 ANTIARR]F =7 Submission Unit submissionUnit. title@xsi:type/@MENRNHEL L 22 NG JP-eCTD4-036
185 ANARA[F = 7 Sequence Number sequenceNumber. expressionZEHEBNHE LW Z &, NG JP-eCTD4-036
186 AN F =7 Sequence Number sequenceNumber. original Text RN HIA L2\ 2 &y NG JP-eCTD4-036
187 AN F =y 7 Sequence Number sequenceNumber. unsertaintyEENHBF L2 &, NG JP-eCTD4-036
188 ANARA[F = 7 Sequence Number sequenceNumber. uncertainRange =N HEL L7222 &) NG JP-eCTD4-036
189 AN F =7 Sequence Number sequenceNumber@validTimeLow/@ MRS HIR L2V 2 &) NG JP-eCTD4-036
190 ANAREF =y 7 Sequence Number sequenceNumber@validTimeHigh/@ S HER LW 2 & NG JP-eCTD4-036
191 ANIARR]F =7 Sequence Number sequenceNumber@control InformationRoot/@ A HEL L 722 NG JP-eCTD4-036
192 ANTIARA]F = v 7 Sequence Number sequenceNumber@controlInformationExtension@ME23 HEL L7222 &, NG JP-eCTD4-036
193 ANIARR]F =7 Sequence Number sequenceNumber@nullFlavor/@MHES HER Lo\ 2 &, NG JP-eCTD4-036
194 ANIARR]F =7 Sequence Number sequenceNumber@flavor Id/gMENHEL LW 2 & NG JP-eCTD4-036
195 ANTIARA]F = 7 Sequence Number sequenceNumber@uncertaintyType/@EAHIL L2V 2 & NG JP-eCTD4-036
196 ANIARR]F =7 Sequence Number sequenceNumber@updateMode @S HER Lo\ 2 &, NG JP-eCTD4-036
197 ANIARR]F =7 Sequence Number sequenceNumber@xsi:typeBIENHIR LW L NG JP-eCTD4-036
198 ANTIARR]F = v 7 Priority Number for | priorityNumber@controlInformationExtension@M23HEL LW &, NG JP-eCTD4-036
Context of Use
199 ANTIARR]F =7 Priority Number for | priorityNumber@controlInformationRoot/@M 23 HEL LW &, NG JP-eCTD4-036
Context of Use
200 ANTIARR]F =7 Priority Number for | priorityNumber@flavorldf@IE 3R L 22 &y NG JP-eCTD4-036
Context of Use
201 ANTIARR]F =7 Priority Number for | priorityNumber@ullFlavor/@M:23HEL L7222 &, NG JP-eCTD4-036
Context of Use
202 ANTIARR]F =7 Priority Number for | priorityNumber@uncertaintyType/@fEAHIAL W2 &, NG JP-eCTD4-036
Context of Use
203 ANTIARR]F =7 Priority Number for | priorityNumber@validTimeHigh/@:28HEL L2\ 2 &, NG JP-eCTD4-036
Context of Use
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204 ANRAIF = 7 Priority Number for | priorityNumber@validTimeLow/@M:A3HELL 72 2 &, NG JP-eCTD4-036
Context of Use
205 ANARAIF = 7 Priority Number for | priorityNumber. expressionZHZEAHELL RN &, NG JP-eCTD4-036
Context of Use
206 ANARAIF = 7 Priority Number for | priorityNumber.originalTextZHRNHBLL 2N &, NG JP-eCTD4-036
Context of Use
207 ANARAIF = 7 Priority Number for | priorityNumber.uncertaintyZRNSHBLL 2N &, NG JP-eCTD4-036
Context of Use
208 ANARA[F = 7 Priority Number for | priorityNumber.uncertainRangeZEZHE N HEL LW\ &, NG JP-eCTD4-036
Context of Use
209 AR F = Context of Use contextOfUse. id@extension@MENHE LW &, NG JP-eCTD4-036
210 ANTIRA]F = 7 Context of Use contextOfUse. id@identifierName/BIESHIA L 22 &y NG JP-eCTD4-036
211 AR F = 7 Context of Use contextOfUse. id@scope@ PN HIL LW 2 & NG JP-eCTD4-036
212 AR F = Context of Use contextOfUse. id@reliability/ @M HIA LW &y NG JP-eCTD4-036
213 AR F =7 Context of Use contextOfUse. id@displayable/@M23HE L7 2 & NG JP-eCTD4-036
214 ANTIRA]F = 7 Context of Use contextOfUse. id@validTimeLow/B& M2 HEL L7222 & NG JP-eCTD4-036
215 AR F = Context of Use contextOfUse. id@validTimeHigh/@ N HER LW 2 & NG JP-eCTD4-036
216 ANTIARR]F =7 Context of Use contextOfUse. id@controlInformationRoot/BIEAHERL LRV Z &, NG JP-eCTD4-036
217 AN F =7 Context of Use contextOfUse. id@control InformationExtension/@IEN HEL L7722 &) NG JP-eCTD4-036
218 AR F = Context of Use contextOfUse. id@nullFlavor/@ENAHEL L 722 & NG JP-eCTD4-036
219 AR F = Context of Use contextOfUse. id@flavorIdjgtENAHEL L2V 2 & NG JP-eCTD4-036
220 ANTIRR]F =7 Context of Use contextOfUse. id@updateMode BENHEL L2V 2 & NG JP-eCTD4-036
221 AR F = Context of Use contextOfUse. id@xsi:type/EtENHEL LW &y NG JP-eCTD4-036
222 ANARAIF = 7 Context of Use contextOfUse. code. displayName B HEL L 7202 & NG JP-eCTD4-036
223 AN AR F = Context of Use contextOfUse. code. translationZBEZE N HIA LW 2 &y NG JP-eCTD4-036
224 AR F = Context of Use contextOfUse. code. sourceEENHIA L7222 &, NG JP-eCTD4-036
225 AR F = Context of Use contextOfUse. code@codeSystemName/@ 23 HEL L7722 &, NG JP-eCTD4-036
226 AR F =7 Context of Use contextOfUse. code@codeSystemVersion/@ME3HEL L7222 & NG JP-eCTD4-036
227 AR F = v Context of Use contextOfUse. code@valueSet/BENHEL L 722 &, NG JP-eCTD4-036
228 AR F = v Context of Use contextOfUse. code@valueSetVersion@ENHIER LW 2 &, NG JP-eCTD4-036
229 ANARA[F =7 Context of Use contextOfUse. code@codingRationale@fEA HEL LRV 2 & NG JP-eCTD4-036
230 ANARA[F =7 Context of Use contextOfUse. code@validTimeLow/@ N HIER L2V 2 &, NG JP-eCTD4-036
231 AR F = Context of Use contextOfUse. code@val idTimeHigh/@M N HERL L2 &, NG JP-eCTD4-036
232 ANARA[F =7 Context of Use contextOfUse. code@control InformationRootBIESNHIEL LA\ 2 & NG JP-eCTD4-036
233 ANARA[F =7 Context of Use contextOfUse. code@control InformationExtension/@MENHEL L2 &, NG JP-eCTD4-036
234 AR F = Context of Use contextOfUse. code@nul1Flavor/@EnA HEL L7aun2 &, NG JP-eCTD4-036
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235 ANIARR]F =7 Context of Use contextOfUse. code@f lavorIdJg A HEL L 722 & NG JP-eCTD4-036
236 ANTIARR]F =7 Context of Use contextOfUse. code@updateModeJ@ N HEL L7222 & NG JP-eCTD4-036
237 AR F =7 Context of Use contextOfUse. code@idE M HERL LW 2 &, NG JP-eCTD4-036
238 ATIARA[F = v 7 Context of Use contextOfUse. code@xsi:type/BIENNHIE L7222 &) NG JP-eCTD4-036
239 ANARA[F =7 Context of Use contextOfUse. code. originalText. dataZEZ&E 3N HHEL L 722 & NG JP-eCTD4-036
240 ATIARB[F = v 7 Context of Use contextOfUse. code. originalText. descriptionBEZENHIR LW 2 &, NG JP-eCTD4-036
241 ANNAREF =y 7 Context of Use contextOfUse. code. originalText. integrityCheckEHENHR LW 2 &y NG JP-eCTD4-036
242 ANARA[F =7 Context of Use contextOfUse. code. originalText. referenceBEHE N HEL L7722 &) NG JP-eCTD4-036
243 NIRRT F = v 7 Context of Use contextOfUse. code. originalText. thumbnailZEZE N HEL L7722 &) NG JP-eCTD4-036
244 NIRRT F = v 7 Context of Use contextOfUse. code. originalText. transtationZEHZENHIR L7V 2 &, NG JP-eCTD4-036
245 AR F = Context of Use contextOfUse. code. originalText. xml BB HEL L2 W2 &) NG JP—eCTD4-036
246 ANTIARR]F =7 Context of Use contextOfUse. code. originalText@charset/BIENSHIA L 722 &, NG JP-eCTD4-036
247 AR F =7 Context of Use contextOfUse. code. originalText@compressionfBMENHIA L2V 2 &y NG JP-eCTD4-036
248 ANJIARR]F =7 Context of Use contextOfUse. code. originalText@control InformationExtension /@ HEL L NG JP-eCTD4-036

RN &,
249 ANJARR]F =7 Context of Use contextOfUse. code. original Text@control InformationRoot @IS HEL L 722 NG JP-eCTD4-036
Lo
250 AR F = Context of Use contextOfUse. code. originalText@ flavorld@MENHIER L2 W2 &, NG JP-eCTD4-036
251 ANTIARR]F = v 7 Context of Use contextOfUse. code. originalText@integrityCheckAlgorithm/@IEASHEL L 72\ NG JP-eCTD4-036
Z &,
252 ANTIARA]F = v 7 Context of Use contextOfUse. code. originalText@languange /@M HEL L7722 & NG JP-eCTD4-036
253 ANTIARA]F = v 7 Context of Use contextOfUse. code. originalText@mediaType /@M HEL L7722 & NG JP-eCTD4-036
254 ANIARR]F =7 Context of Use contextOfUse. code. originalText@nullFlavor /@A HBA LW & NG JP-eCTD4-036
255 ANTIARA]F = v 7 Context of Use contextOfUse. code. original Text@updateModeBIEAN HIR L7222 &, NG JP-eCTD4-036
256 ANTIARA]F = v 7 Context of Use contextOfUse. code. originalText@validTimeHigh/&M:25HEL L7g 2 &, NG JP-eCTD4-036
257 AR F = Context of Use contextOfUse. code. originalText@validTimeLow/@ A HEL L 7202 & NG JP-eCTD4-036
258 ANTIARA]F = v 7 Context of Use contextOfUse. code. original Text@xsi:type/E@IENHE LW 2 &y NG JP-eCTD4-036
259 AR F =7 Context of Use contextOfUse. statusCode@validTimeLow/@ A HIA L2V Z & NG JP-eCTD4-036
260 AR F = Context of Use contextOfUse. statusCode@validTimeHigh/@ S HHEL L 720 N2 & NG JP-eCTD4-036
261 ANARA[F =7 Context of Use contextOfUse. statusCode@control InformationRoot/BIEASHIL L 722 &) NG JP-eCTD4-036
262 ANARA[F =7 Context of Use contextOfUse. statusCode@control InformationExtension /@M HIA L2\ 2 NG JP-eCTD4-036
i
263 ANTIARR]F =7 Context of Use contextOfUse. statusCode@nul1Flavorf@ME N HER LW 2 &) NG JP-eCTD4-036
264 AR F = Context of Use contextOfUse. statusCode@f lavor Id/g@iES HEL L7722 &, NG JP-eCTD4-036
265 ANARA[F =7 Context of Use contextOfUse. statusCode@updateMode B IENHER L2V 2 &) NG JP-eCTD4-036
266 ANTIARR]F = 7 Context of Use contextOfUse. statusCode@xsi:type/@MEHEL L2 & NG JP-eCTD4-036
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267 ASRe]F = v 7 Context of Use contextOfUse. subjectOfBEZENHIR LW 2 & NG JP-eCTD4-036

268 AN RAF =7 Context of Use contextOfUse. primaryInformationRecipientBEE B HE L2\ 2 &, NG JP-eCTD4-036

269 ASRe]F = v 7 Related Context of | relatedContextOfUse. id@extension@PENSHER LW &, NG JP-eCTD4-036
Use

270 AR F =7 Related Context of | relatedContextOfUse.id@identifilerNamef@MtE3HELL RN &, NG JP-eCTD4-036
Use

271 ASRe]F = v 7 Related Context of | relatedContextOfUse. id@scope/@MEDNHEL LRV Z &, NG JP-eCTD4-036
Use

272 ASRe]F = v 7 Related Context of | relatedContextOfUse.id@reliability/@IENHER L2 WN2 &0 NG JP-eCTD4-036
Use

273 ANARA[F =7 Related Context of | relatedContextOfUse.id@displayable@MEASHEL L2V &, NG JP-eCTD4-036
Use

274 ANARTF =7 Related Context of | relatedContextOfUse. id@validTimeLow/@MENHER L2V L, NG JP-eCTD4-036
Use

275 AR F =7 Related Context of | relatedContextOfUse.id@validTimeHigh/&E2SHER L2V 2 & NG JP-eCTD4-036
Use

276 AR F =7 Related Context of | relatedContextOfUse.id@controlInformationRoot/BMENSHER L 722 &, NG JP-eCTD4-036
Use

277 AR F = Related Context of | relatedContextOfUse.id@controlInformationExtension/@iEAHIER L7722 &, NG JP-eCTD4-036
Use

278 AR F = Related Context of | relatedContextOfUse.id@nullFlavor/@iE3HEL LW &, NG JP-eCTD4-036
Use

279 AR F = Related Context of | relatedContextOfUse. id@flavorld/@iEnHEL L7V &, NG JP-eCTD4-036
Use

280 AR F = Related Context of | relatedContextOfUse. id@updateMode/@iE23HEL L7722 & NG JP-eCTD4-036
Use

281 AR F = Related Context of | relatedContextOfUse. id@xsi:type/@iENHEL LW &, NG JP-eCTD4-036
Use

282 AR F = DocumentReference documentReference. id@extension@IENHEL L7722 & NG JP-eCTD4-036

283 AR F = DocumentReference documentReference. id@identifilerName/@ N HIA LW & NG JP-eCTD4-036

284 AR F = DocumentReference documentReference. id@scope/BMENAHEL L 722 & NG JP-eCTD4-036

285 ANIRAEF = v DocumentReference documentReference. id@reliability/@IENHEL L7\ 2 &, NG JP-eCTD4-036

286 AR F =7 DocumentReference documentReference. id@displayable/@ M3 HEL LW 2 & NG JP-eCTD4-036

287 AR F = DocumentReference documentReference. id@validTimeLow/@ N HIER L2V 2 & NG JP-eCTD4-036

288 AR F = DocumentReference documentReference. id@validTimeHigh/@ERHEL L2\ 2 & NG JP-eCTD4-036

289 AR F = DocumentReference documentReference. id@control InformationRoot /B IEDN HEL L7222 &) NG JP-eCTD4-036

290 AT R F =7 DocumentReference documentReference. id@control InformationExtension/@MENNHEL LW Z & NG JP-eCTD4-036

291 AR F = DocumentReference documentReference. id@nul 1Flavor/@ S HERL L7722 &, NG JP-eCTD4-036
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292 ANIARR]F =7 DocumentReference documentReference. id@flavorld@ M3 HER LW 2 &, NG JP-eCTD4-036
293 ANTIARR]F =7 DocumentReference documentReference. id@updateModeEBMENHEL L7722 & NG JP-eCTD4-036
294 AR F =7 DocumentReference documentReference. id@xsi:type/BMENHIL LW &) NG JP-eCTD4-036
295 AR F =7 Keyword keyword. code. displayNameZEZENHIA L2\ 2 NG JP-eCTD4-036
296 ANAAF =7 Keyword keyword. code. original Text R A HBEL L2 &, NG JP-eCTD4-036
297 ATIARB[F = v 7 Keyword keyword. code. translationZEENHIA L2\ 2 & NG JP-eCTD4-036
298 ANNAREF =y 7 Keyword keyword. code. sourceZEEZE BN HEL LR 2 &, NG JP-eCTD4-036
299 ANARA[F =7 Keyword keyword. code@codeSystemName @ MEASHEL L7722 & NG JP-eCTD4-036
300 AN F =7 Keyword keyword. code@codeSystemVersion&IENSHE L 722 &y NG JP-eCTD4-036
301 AN F =7 Keyword keyword. code@valueSet/BIENHIR L 722 &y NG JP-eCTD4-036
302 ANTIARR]F =7 Keyword keyword. code@valueSetVersion@ S HEL L2\ 2 NG JP-eCTD4-036
303 ANTIARR]F =7 Keyword keyword. code@codingRationale/@ M HEL LW 2 &, NG JP-eCTD4-036
304 AN F =7 Keyword keyword. code@validTimeLow/@ IS HER L2V 2 &y NG JP-eCTD4-036
305 ANJIARR]F =7 Keyword keyword. code@validTimeHigh/@MEAAHIA L7202 &y NG JP-eCTD4-036
306 ANARA[F = 7 Keyword keyword. code@control InformationRoot@MENAHERL LW 2 &, NG JP-eCTD4-036
307 AN F =7 Keyword keyword. code@control InformationExtension/@ A HEL LW 2 &, NG JP-eCTD4-036
308 ANARA[F = 7 Keyword keyword. code@nul1Flavor/@iEN HEL L7722 & NG JP-eCTD4-036
309 ATIARA[F = 7 Keyword keyword. code@flavorId@MHENAHEA LW 2 NG JP-eCTD4-036
310 AR F =7 Keyword keyword. code@updateMode @M HEL L 722 & NG JP-eCTD4-036
311 AR F = Keyword keyword. code@idEMEnNHEL L 722 &, NG JP-eCTD4-036
312 ATIARA[F = 7 Keyword keyword. code@xsi:type/@MHENHIA LW &, NG JP-eCTD4-036
313 ANTIARA]F = 7 Application application. id. item@identifierName /@3 HEL L 222 & NG JP-eCTD4-036
314 AR F = Application application. id. item@scope/@IENHEL L7222 &) NG JP-eCTD4-036
315 ANIARR]F =7 Application application. id. item@reliability @S HEL L2 Z & NG JP-eCTD4-036
316 ANTIARR]F = v 7 Application application. id. item@displayable/@&M:23HEL L 722 & NG JP-eCTD4-036
317 ANTIRR]F =7 Application application. id@validTimeLow/@ M3 HERL L7222 &, NG JP-eCTD4-036
318 AR F = Application application. id@validTimeHigh/@ M HER LW 2 &, NG JP-eCTD4-036
319 ANARA[F =7 Application application. id@controlInformationRootBIENSHEL L2V &y NG JP-eCTD4-036
320 ANARA[F =7 Application application. id@controlInformationExtension/@ME3HEL L7222 &, NG JP-eCTD4-036
321 AR F = v Application application. id@nullFlavor/@iESHEL L2 &, NG JP-eCTD4-036
322 ARO[ F = Application application. id@flavorld@ M3 HIA L 22 &) NG JP-eCTD4-036
323 ARO[ F = Application application. id@updateMode@IESHEL L7222 &) NG JP-eCTD4-036
324 AR F = v Application application. code. displayNameZEZ= N HERL L7722 & NG JP-eCTD4-036
325 ARO[ F =T Application application. code. original TextBEZNHEL LW &y NG JP-eCTD4-036
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326 ANARAF =7 Application application. code. translationZTEHE N HIR L7\ 2 &, NG JP-eCTD4-036
327 ANARAF =7 Application application. code. sourceBEHE N HBL L 22V & NG JP-eCTD4-036
328 ANARAF =7 Application application. code@codeSystemNameBIESNHIA L7722 &) NG JP-eCTD4-036
329 ANARAF =7 Application application. code@codeSystemVersion/&M:2SHEL L 722 NG JP-eCTD4-036
330 AN F =y 7 Application application. code@valueSet/@IEAHE L7\ 2 & NG JP-eCTD4-036
331 ANIARR]F =7 Application application. code@valueSetVersion/@ N HIA LW Z & NG JP-eCTD4-036
332 ANARAF =7 Application application. code@codingRationale@IENHEL LW &, NG JP-eCTD4-036
333 AN F =y 7 Application application. code@validTimeLow@BHENHEL LN &y NG JP-eCTD4-036
334 AR F =7 Application application. code@validTimeHigh/@ESHHEL L 22V 2 &y NG JP-eCTD4-036
335 AN F =7 Application application. code@controlInformationRoot BM:ASHIEL L7722 &, NG JP-eCTD4-036
336 ANTIARR]F =7 Application application. code@control InformationExtension/@f HEL LAV 2 NG JP-eCTD4-036
337 AN F =y 7 Application application. code@nullFlavor/@ M HERL L2\ 2 &, NG JP-eCTD4-036
338 AN F =7 Application application. code@flavorIdf@IERNHER L2V 2 &) NG JP-eCTD4-036
339 AN F =y 7 Application application. code@updateMode@ DS HER L2 2 &, NG JP-eCTD4-036
340 ANJIARR]F =7 Application application. code@id/EMENHEL LW &, NG JP-eCTD4-036
341 AR F =7 Application application. code@xsi:typeBIENHER LW &) NG JP-eCTD4-036
342 ANARA[F = 7 Application application. informationRecipientBEZENHIL LR &, NG JP-eCTD4-036
343 ATIARA[F = 7 Application application. subject RN HEH L2\ 2 NG JP-eCTD4-036
344 AR F =7 Document document. referencedBy. keywordZEZE N HIL LW 2 & NG JP-eCTD4-036
345 ANIARR]F =7 Document document. id@extensionBiE S HEL L2 &, NG JP-eCTD4-036
346 ANIARR]F =7 Document document. id@identifierName/BMESHIEL L722uN2 &, NG JP-eCTD4-036
347 AR F =7 Document document. id@scopeBMENHIL LW &, NG JP-eCTD4-036
348 AR F =7 Document document. id@reliability/@MEAHBL L2V 2 &, NG JP-eCTD4-036
349 ANIARR]F =7 Document document. id@displayable@BENHIA LW L, NG JP-eCTD4-036
350 AR F =7 Document document. id@validTimeLow/@ M3 HEL L7222 & NG JP-eCTD4-036
351 AR F =7 Document document. id@validTimeHigh/@MEAHEL LW 2 &, NG JP-eCTD4-036
352 AR F =7 Document document. id@controlInformationRoot/BMEASHIEL L722uN2 &, NG JP-eCTD4-036
353 ANARA[F =7 Document document. id@control InformationExtension/@&MEDSHERL Lgu2 &, NG JP-eCTD4-036
354 ARO[ F = Document document. id@nullFlavor/@ N HIERL LW 2 & NG JP-eCTD4-036
355 AR F =7 Document document. id@flavorld/@ MR HEL L2 W2 &, NG JP-eCTD4-036
356 AR F =7 Document document. id@updateMode@BIESHER L2V 2 &) NG JP-eCTD4-036
357 NIRRT F = v 7 Document document. title. translationZEZ&Z N HHEL L7222 & NG JP-eCTD4-036
358 AR F =7 Document document. title@validTimeLow/BMEASHHERL L7222 &, NG JP-eCTD4-036
359 ANARA[F =7 Document document. title@validTimeHigh/& M3 HER LW &, NG JP-eCTD4-036
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360 ATIARA[F = v 7 Document document. title@controlInformaitonRoot/BHEAHIL LW Z & NG JP-eCTD4-036
361 ANTIARR]F =7 Document document. title@controlInformaitonExtension/@MEA HEL L2 2 &, NG JP-eCTD4-036
362 ATIARB[TF = v 7 Document document. title@nul1Flavor/@fENHER LW 2 &, NG JP-eCTD4-036
363 AR F =7 Document document. title@flavorId/@MENHERL L2V 2 NG JP-eCTD4-036
364 ANTIARR]F =7 Document document. title@language/@IENHEL L 722 & NG JP-eCTD4-036
365 ANARAF =7 Document document. text. xml ZEEE N HIA LW Z &, NG JP-eCTD4-036
366 AR F =7 Document document. text. dataBLZE N HEA L7222 &, NG JP-eCTD4-036
367 AR F = Document document. text. translationZEHZNHIL LW 2 &, NG JP-eCTD4-036
368 ANTIRA]F = 7 Document document. text@compressionEPENHIL LW 2 &, NG JP-eCTD4-036
369 ANTIRA]F = 7 Document document. text@validTimeLow/@ PN HIA L2V 2 &) NG JP-eCTD4-036
370 ANTIARR]F =7 Document document. text@validTimeHigh/@M 23 HER L7222 NG JP-eCTD4-036
371 ANTIARR]F =7 Document document. text@control InformationRoot/BIEAHEL LW Z L, NG JP-eCTD4-036
372 AR F =7 Document document. text@control InformationExtension@MENHIR LARWZ &, NG JP-eCTD4-036
373 ANJIARR]F =7 Document document. text@nullFlavor @M HER LW 2 &, NG JP-eCTD4-036
374 ANJIARR]F =7 Document document. text@f lavor d/gfENHEL LW 2 &, NG JP-eCTD4-036
375 ANTIRA]F = 7 Document document. text@value/EMENHE LW 2 &y NG JP-eCTD4-036
376 ANJARR]F =7 Document document. text@xsi:type/@fENHIL LW &, NG JP-eCTD4-036
377 ATIARA[F = 7 Keyword Definition | keywordDefinition. code.displayNameZEZENHEL L2\ NG JP-eCTD4-036
378 AR F =7 Keyword Definition | keywordDefinition. code.originalTextBEZNHER LW & NG JP-eCTD4-036
379 AR F = Keyword Definition | keywordDefinition. code. translationZEEZNHEL LW 2 & NG JP-eCTD4-036
380 AN F =7 Keyword Definition | keywordDefinition. code. sourceZEFHRAHBL LT &, NG JP-eCTD4-036
381 AR F =7 Keyword Definition | keywordDefinition. code@codeSystemName@ 23 HEL L7\ &, NG JP-eCTD4-036
382 AR F = Keyword Definition | keywordDefinition. code@codeSystemVersion/@iE3HEL L7222 &) NG JP-eCTD4-036
383 AR F = Keyword Definition | keywordDefinition. code@valueSet/@fENHEL LW &, NG JP-eCTD4-036
384 ANTIARR]F = v 7 Keyword Definition | keywordDefinition.code@valueSetVersion/@P A HEL LW &, NG JP-eCTD4-036
385 ANTIRR]F =7 Keyword Definition | keywordDefinition.code@codingRationale/@fEASHEL LW &, NG JP-eCTD4-036
386 AR F = Keyword Definition keywordDefinition. code@validTimeLow/@MESHEL L7202 &, NG JP-eCTD4-036
387 ANTIARR]F =7 Keyword Definition | keywordDefinition.code@validTimeHigh/@:2sHEA L 722 & NG JP-eCTD4-036
388 ANARA[F =7 Keyword Definition keywordDefinition. code@control InformationRoot/@IESNHIEL L7222 &) NG JP-eCTD4-036
389 AR F =7 Keyword Definition | keywordDefinition. code@controlInformationExtension/@fENHER LW &, NG JP-eCTD4-036
390 ANTIARR]F =7 Keyword Definition | keywordDefinition.code@ullFlavor/@M:23HEL L7222 &, NG JP-eCTD4-036
391 AR F =7 Keyword Definition | keywordDefinition. code@flavorld/@fEzHEL L7202 &, NG JP-eCTD4-036
392 AR F = v Keyword Definition keywordDefinition. code@updateMode/@MENSHEL L7722 &, NG JP-eCTD4-036
393 ANTIARR]F =7 Keyword Definition | keywordDefinition. code@id/@M23HER L7222 &, NG JP-eCTD4-036
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394 AR\ F = w7 Keyword Definition | keywordDefinition.code@xsi:type@IENHIER L2V &, NG JP-eCTD4-036

395 AR F = Keyword Definition keywordDefinition. statusCode@validTimeLow/@PENSHER L 722 &, NG JP-eCTD4-036

396 ASRe]F = v 7 Keyword Definition keywordDefinition. statusCode@validTimeHigh/@ENNHIEL L7722 &0 NG JP-eCTD4-036

397 ANIARAF = v Keyword Definition keywordDefinition. statusCode@control InformationRoot BIENHIA L2\ 2 NG JP-eCTD4-036
L

398 ANIARAF = v Keyword Definition keywordDefinition. statusCode@control InformationExtension /&M HER L 72 NG JP-eCTD4-036
W2 &,

399 AR F = Keyword Definition keywordDefinition. statusCode@nul1Flavor/@PERSHER L7722 &, NG JP-eCTD4-036

400 AR F = Keyword Definition keywordDefinition. statusCode@flavorId@ N HIA L 722 & NG JP-eCTD4-036

401 ATTARAF =7 Keyword Definition | keywordDefinition. statusCode@updateMode@MEDNHEL L2V 2 &, NG JP-eCTD4-036

402 ATTARAF =7 Keyword Definition | keywordDefinition. statusCode@xsi:type/@IENHIE L7V 2 & NG JP-eCTD4-036

403 ANARA[F = 7 Keyword Definition | keywordDefinition.value. item.displayName@validTimeLow/@M:23HIA L2\ NG JP-eCTD4-036
B

404 ANARA[F = 7 Keyword Definition | keywordDefinition. value. item. displayName@validTimeHigh/&MEA3HEL L 72\ NG JP-eCTD4-036
N

405 AR F = v Keyword Definition | keywordDefinition. value. item. displayName@controlInformationRoot &A% H] NG JP-eCTD4-036
BLpnz b,

406 ANARA[F = 7 Keyword Definition | keywordDefinition. value. item. displayName@controlInformationExtension/& NG JP-eCTD4-036
PHERHBL L2 by,

407 AR F = Keyword Definition keywordDefinition. value. item. displayName@nullFlavor @S HEL L 722 NG JP-eCTD4-036
L,

408 ATTARAF = o Keyword Definition | keywordDefinition. value.item. displayName@flavorldj@M3HIR L 722 & NG JP-eCTD4-036

409 AR F =7 Keyword Definition | keywordDefinition. value. item. displayName@language/@MH23HEL L7222 &, NG JP-eCTD4-036

410 ATIARA[F = 7 Submission submission. subjectl. regulatoryStatusEE N HE L2V 2 & NG JP-eCTD4-036

411 AR F = Review review. effectiveTimeEE N HIA L2V 2 & NG JP-eCTD4-036

412 AR F = ManufacturedProduct | manufacturedProduct. codeBEZENHIE L7722 &, NG JP-eCTD4-036

413 HEMBASF = Message Header PORP_IN000001UV@xmlns/@M: D fElX. Turn:hl7-org:v3] THDHZ &, NG JP-eCTD4-038

414 HEMBAF = Message Header PORP_IN000001UV@xsi :schemalocation@ M fEi%, lTurn:hl7-org:v3 PORP_INOO NG JP-eCTD4-038
0001UV.xsd] THDHZ &,

415 HEMEATIF = Message Header PORP_INOOOOO1UV. receiver. device@classCode/@MEDfE X, [DEV] THAHZ &, NG JP-eCTD4-043

416 HEMEATIF = Message Header PORP_INOO0OOO1UV. receiver. device@determinerCode/@ D fE X, [INSTANCE| T NG JP-eCTD4-045
HDHT L,

417 HEMEATIF = Message Header PORP_INO00O0OO1UV. sender. device@classCode/@MEDfEIX, [DEV] THH Z &, NG JP-eCTD4-055

418 HEMBATF = v Message Header PORP_IN0000O1UV. sender. device@determinerCode/@fEDfE 1%, [INSTANCE| T NG JP-eCTD4-057
LTk,

419 HEMBATF = v ControlActProcess controlActProcess@classCode @M DfEIL. TACTIN] THHZ &, NG JP-eCTD4-061

420 HEMBAF = ControlActProcess controlActProcess@moodCodef@MEDfEIL. [EVN] THDHZ &, NG JP-eCTD4-063
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421 HEMBANTF = v ControlActProcess controlActProcess. subject@typeCode B DfEIL. [SUBJ] THH I &, NG JP-eCTD4-066
422 HEMBASIF =7 (FiHE | Priority Number for | priorityNumber@updateMode@:DfElL. R] THHZ &, NG JP-eCTD4-087
FIEHD) Context of Use
423 REBANTF =7 Context of Use eCTDFERID) IZFUV T, contextOfUse. code@code@MEAE A3 7R3 CTD L H L 23CTDES NG JP-eCTD4-098
SERSIEIZE L TW\WAZ &y
424 - - (k%) - =
425 HEMBANF = v Context of Use contextOfUse. statusCode@code/B M DfEIX, Tactive] F72i% [suspended) D NG JP-eCTD4-106
WITNNTHDHZ L,
426 HEMBANF = v Context of Use contextOfUse. referencedBy@typeCode @Dl IL. [REFR] THH Z &, NG JP-eCTD4-132
427 HEBANT =7 Sequence Number sequenceNumber@value BIEEIL. 28 8 7 + VA4 OfRHEF R 5 & —HT 5 NG JP—-eCTD4-158
L,
428 HEMANF =7 Sequence Number VIR HIZ BT, eCTDFERIa) D sequenceNumber@value/@MEIL 1] THD Z NG JP—eCTD4-159
o JP—eCTD4-357
429 MEMANF =7 Sequence Number PRI IC BT, eCTDFERIb) DsequenceNumber@value/@MfElIL 1] THH Z NG JP-eCTD4-160
&o JP—eCTD4-358
430 HEMANF = Sequence Number VIR HIZ BT, eCTDFERIc) D sequenceNumber@value/BHAEIL 2] THD Z NG JP—eCTD4-161
&o JP—eCTD4-359
431 HEBANTF = > 7 Submission submission. id. item@extension/@BPEDMEIL, HFZHFEDeCIDZfHHEZ THDH Z NG JP—eCTD4-174
L,
432 HEBEBANF = v 7 Review review. statusCode@code/B M DEIL. Tactivel F 721X [suspended] DVVT I NG JP-eCTD4-192
MThbHI L,
433 HEBANTF = > 7 Ingredient ingredient@classCode/@MEDEIX, TINGR] THDZ &, NG JP—-eCTD4-211
434 HEMANF =~ 7 (Fi#& | Document document. title@updateMode@ D fEIZ, R THDHZ &, NG JP—-eCTD4-286
ZEH )
435 HEBBANTF =7 Document text@integrityCheckAlgorithm@IEDfEIL, [SHA256) THdZ &, NG JP-eCTD4-293
436 HEBEBANF = v 7 Document text@charset /B DfEIL. JP CVD [JP Japanese Character Code] ==— KU & NG JP-eCTD4-295
FPbOa—RNMETHDLZ &,
437 HEMANF =7 Document eCTDFERIL) 12T, reference@valuef@ MBS R TLATA, HiFE 17— 4 % NG JP-eCTD4-300
AT B ("mb/datasets” 7 A NAETD T 7 A ILINR) THhbHI &,
438 = - (R - -
439 HEBANF = v Keyword Definition keywordDefinition. code@codeB Dl L. lactive] THDHZ &, NG JP-eCTD4-321
440 HEMBANTFT =~ 7 (it | Keyword Definition | displayName@updateMode@M:DfEi%. R THDHZ &, NG JP—-eCTD4-338
FEH0)
441 HEBBAHTF = 7 Category Event HREEHIZ 3BT, componen0f2. categoryEvent. code@code @ MEAEIL T#IRREEH | NG JP-eCTD4-346
o4 a— K (jp_initial) THHZ &,
442 = - (R - -
443 = - (RE) - -
444 - - (R%E) - -
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445 HEMANRAIF = 7 Submission submission. code@code JEMAE 2 [jp_other] T7ZRWZ &, Warning JP-eCTD4-178
446 HEMANARAF =~ | Submission Unit submissionUnit. code@codeEMEAEAY [jp_other] TZRWI &, Warning JP—-eCTD4-075
447 - - (RF) - =
448 HEMBASARAF =7 Context of Use contextOfUse. code@code & MEAEAY [jp_other| TZRWI &, Warning JP-eCTD4-097
449 HEBEBANARR]F = v 7 Keyword keyword. code@code/BIHAEDY [jp_other| TARWI &, Warning JP-eCTD4-135
450 HEMANIRAF = 7 Ingredient ingredient. ingredientSubstance. name. part@code/BMHAEAY [ jp_other] T7Zzu Warning JP-eCTD4-221
N
451 HEMBANARRF = v 7 ProductCategory productCategory. code@code/BIEMEDY [jp_other] TZWZ &, Warning JP-eCTD4-239
452 HWEMBEASIAR[T = v 7 Application application. code@codeBMEAEDS Tjp_other] TARWIZ &, Warning JP-eCTD4-255
453 HEMASIARAF =7 | Application Referen | applicationReference. id@root /BMAE AR eCTDZZ AT H 573, M i%eCTDDeCTDZ NG JP-eCTD4-266
ce ftFEFERRDZ L,
454 REEBANARA] T =7 Application Referen | applicationReference. reasonCode. item. code@code/@MAE D [ jp_other| TZRWY Warning JP-eCTD4-272
ce Z &,
455 HREMBANARF =~ 2 | Document eCTDFERc) IZF T, reference@valueBMEAENRIHATN, HEEE T — X & NG JP-eCTD4-301
KA R X7 (“mb/datasets” 7 A VA ELTFD 7 7 A LS R) THRNI L,
456 HEBBANARAIF = 7 Document document. text@charsetJ&MEAEAY [jp_other] T7ZeW\Z &, Warning JP-eCTD4-295
457 HWEMBEASIAR[T = v 7 Category Event component0f2. categoryEvent. code@code B MAl 2 [jp_other] TARWI &, Warning JP-eCTD4-345
458 REBEBANARA] T = v 7 Category Event PR O BT, componen0f2. categoryEvent. code@code B A2 4] NG JP-eCTD4-347
PR ) 27”4 a— R (p_initial) TARWIZ &,
459 HEBEAN AR T = v 7 Category Event component. categoryEvent. code@code/BHEAEDY [jp_other| TARWI &, Warning JP-eCTD4-356
460 SEET = v Submission submission. idBEFHE I LT, itemBEHZENEREIHIL LW &y NG JP-eCTD4-167
161 ZEEF = v 7 (BiHESM: | ManufacturedProduct | FreviewBEZE|Tx L T, statusCode@codeBIEAEDS Tactive] MDIFE . review. su NG JP-eCTD4-199
H0) bjectl. manufacturedProductEL 3 23 E LR HER L2\ 2 &,
462 ZEEF = v 7 (BiRESM: | ManufacturedProduct | FmanufacturedProduct. nameZEZE|Z%F L C. manufacturedProduct. name. partZ NG JP—eCTD4-204
H0) FEREBEHBL L 722 &
463 ZEEF = v 7 (BiHRESM: | Ingredient % ingredientSubstance. nameZE & 2% L C. ingredientSubstance. name. part3& NG JP-eCTD4-215
H0) FEREBEHBL L 722 &
464 ZEET = v 7 (FiteSM: | Applicant FreviewBEFE | LT, statusCode@codeBEfEDS Tactive] MDIFE . review. ho NG JP-eCTD4-225
H0) lder. applicant EENEEHBL L7222 &,
465 ZEEF v 7 (RSN | Applicant #-applicant. sponsorOrganization. nameZEF 2% L C. applicant. sponsorOrga NG JP-eCTD4-230
H0) nization. name. partEFE B EIEIHIL LW &
466 SEET = v Application application. idZEHEITHk LT, itemBERNEREIHE L2 &, NG JP-eCTD4-247
467 SEETF =T Keyword Definition #-keywordDefinition. valueBEF 2% L C. keywordDefinition. value. itemZE3% NG JP-eCTD4-324
DEEEIHEL LW &y
468 HBREETF = v 7 Message Header 12DO_Af T — R« X yE—I8lF Hreceiver. device. id. itemZ3E O H B [A15% NG JP—eCTD4-047
X, 2EITHBHZ L,
469 HEEET = v 7 Submission Unit 12OXAfa— K« X vB—I8U) HsubmissionUnitEZO BT, 1FTH NG JP-eCTD4-068

%):ko
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470 HELEIETF = > 7 Sequence Number 1ODNA T — R+ X vtE—U81) HsequenceNumber B O HER[EIEIL, 1ETH NG JP-eCTD4-153
5T &,

471 HHEETF = v 7 Submission 1ODNA a— K+ A vt—U80F DsubnissionEHREOHBEERIL, 1HTHD Z NG JP—-eCTD4-164
L

472 HHEETF = v 7 Application 1ODNA 11— R« Ayt —I8IF DapplicationBEHE O HE AL, 1ETHD NG JP—-eCTD4-244
Z L,

473 HHEETF = v 7 Category Event 1OD~NA 11— K+« A vt—81F DsubmissionUnit. componentOf2. categoryEv NG JP—eCTD4-342
ent EHROMBEHIT, 1HTHD Z &,

474 HEEIH T = > 7 Category Event PR OBE. 12O_XAf a2 — K « X vE—IBl) AceategoryEvent. componen NG JP—-eCTD4-352
t. categoryEventEH R O HELEIHIX, 1RITHDL Z &,

475 a— NEFHTF = v 7 Submission Unit submissionUnit. code@codeBMEDEIL. submissionUnit. code@codeSystem/& NG JP-eCTD4-075
EDOOIDARTa— R A b0 a— NMETHLHZ &,

476 a— NME#HHF = v 7 Context of Use contextOfUse. code@code &4 DfEIL. contextOfUse. code@codeSystem/& HAE DO NG JP-eCTD4-097
DR RTa—RUZXARNRHLOa—RNETHDLZ &,

477 a— NEFHTF = v 7 Keyword keyword. code@code B DX, contextOfUse. code@codeSystem/& Ml 23~ NG JP-eCTD4-135
a— KU 2k (Keyword DefinitioniZ LW EZBINTZa2— KU X b ET) b
Da—RNETHDHZ &,

478 a— NME#HHF = v 7 Submission submission. code@code B DfEIL. submission. code@codeSystem/g&HAE DOIDA NG JP—eCTD4-178
AT aA—RNYV XA E0a—RMETHDZ &,

479 a— NMEEEHT = v 7 Ingredient ingredientSubstance. name. part@code B DAL, part@codeSystem/dHAE DOT NG JP-eCTD4-221
DR RTa—RYUR M PHLOa—RETHLZ &,

480 a— NEEHT = v 7 ProductCategory productCategory. code@code BEMDEIL, productCategory. code@codeSystem/&d NG JP-eCTD4-239
MAEDOIDNRTa— R A MM b0a—NETHD Z &,

481 a— NMEFEHT = v 7 Application application. code@code B DfEIL, application. code@codeSystem/&MAEDOID NG JP-eCTD4-255
NWRTa—RIAMPLDa—RNETHAHIZ &,

482 a— NME#HF = v 7 Application Referen | reasonCode. item@code/@PEDfEILX. reasonCode. item@codeSystem/&HAEDOIDAS NG JP—eCTD4-272

ce RTA—RURA IO a—RNETHDHZ &,

483 a— NERFHT = v 7 Keyword Definition keywordDefinition. code@code@PEDEIL. keywordDefinition. code@codeSyste NG JP-eCTD4-316
nEMEEOOIDART a— R A b0 a—NMETHLHZ &,

484 a— NME#HTF = v 7 Category Event componentOf2. categoryEvent. code@code/EM: DfE L. componentOf2. categoryEv NG JP—eCTD4-345
ent. code@codeSystemBMEEDOIDA /R a2 — KU A )b a— NETH A Z
L

485 a— NMEEHT = v 7 Category Event component. categoryEvent. code@code &M Dl 1L, component. categoryEvent. co NG JP-eCTD4-356
de@codeSystemBMHAEDOIDSN R 2— RU XA kb0 a— RNMETHD Z &,

636 Submission=— R¥4 M | Submission submission. code@code BMAEIZFEE LT- 21— R, BiZeCTDDO IEARIEH SEE NG WSS TF = v J I TPMDAfE H BRI T B eC JP-eCTD4-180

Frxv HoRl &—&LTnWbhZ &, DY F—3 g TOREf S, A
RIEY — /LTI S S 4720,
486 applicationReference | Application Referen | 1"D®applicationReferenceZEHEIZB T, fL F D% reasonCode. item@code /& M NG JP-eCTD4-275

a— REHET=v Y

ce

DIER 2> TWDH T L,
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487 CoUHIMR 2 Y4 M:F = v 7 | Context of Use PLF W RUhNTiZ Y 4 AContext of UselZ%t L C. statusCode@code/@:fE% Is NG JP-eCTD4-109
(Jf]—SubmissionUnit) uspended] & L TCHEHLZRWT &,
- [Al—Submission UnitN CTHHEH I T\ D
- [A—Submission UnitNCPriority Number DT #H%&{T> T\ 5
- [A]—Submission UnitPN TEH#L (replace) LTV 5
- [A]—Submission UnitWNTHIFE (delete) XT3
488 studyld_studyTitlet N | Keyword Definition keywordDefinition. code@code/BM:AEDS [study id_study title] Z/ "4 =— K NG JP-eCTD4-336
L— 2 FEFx T (ich_keyword_type_8) T& H¥5A . displayName@value & MEEIZIS 1T 5 FBRID
ERBRY A MV, AT X —RaT L RuGeE () TEf SR Tns Z &,
489 keywordEEfEF = v 7 Keyword 1>®Context of UselZxf L T, [A UFEEDKeyword NEEf 5 S T2 NG JP—eCTD4-141
L,
490 codeSystem@E M-S M2 | Keyword keyword. code@codeSystem/BMEDEIL. CVOAER /2= g Da— KU A & NG JP-eCTD4-137
MWF =7 kB9 501D, b L < iIAApplication TiEF S 417zKeyword DefinitionZ k%l
THETHDZ L,
491 5 AR A keywordF = v 7 | Keyword BT — %7 7 A VA5 d AContetxt of Use®DHp4 . Context of Use NG JP-eCTD4-140
(HFEETT —4) I — FORTCTDIRLH LIZXE LT LR W AUC £ %Y L7V Keyword 3 5- S 4
TWRWnWZ &,
- ICH CV® TICH Context of Use] XIXJP CV® TJP Context of Use] 12X -
THEDRFRD HiL TV DKeyword
- JP Study Data Category Keyword
- JP Analysis Type Keyword
- JP Terminology (Tabulation) Keyword
- JP Terminology (Analysis) Keyword
492 WZBkeywordF = v 7 Keyword Context of Usezr— R3S/ RICTDRLHE LiZxf LT, ICH CV® TICH Context of U NG JP-eCTD4-138
se| MIXJP CV® TJP Context of Use| IZ & - CTMEE XL TV HKeyword
FEanTnwszZk,
GRIEL., HEBErT—H 7 7 A VESM 9T HContext of Use®FA. ICH Do
cument Type KeywordiZff5 L72< TH L)
493 WZEkeywordF = v 7 (Ff | Keyword eCTDFERBIb) 12 L » Tt X 3L A Context of UselZ. JP Study Data Category Ke NG JP-eCTD4~-145
Pib) yword ™ H5- XN TW\WAZ &,
494 WZBkeywordF = v 7 (A | Keyword FFEETT— %774V (="m5/datasets” 7+ VA TFOETHOT 7 A )V) % NG JP-eCTD4-143
SEEAT—H) ZH4 5 Context of UselZ. JP Study Data Category Keywordx (OMJP Analysis
Type Keyword23Mf5- S TWAHZ &,
495 Study Group Orderft5-%% | Keyword ICH Study Group Order Keyword?Z ™45 =41 Cu>%Context of UselZxf LT, st NG JP-eCTD4-142
MEF = udy id_study title Keyword2MtH5 &N TWBZ &,
496 VoZHkeywordF = v 7 (H | Keyword SDIMT— &t D7 7 A /L (="tabulation/sdtm” X% tabulation/sdtm_j”Ed NG JP-eCTD4-148
HEELT—H) TOETDOT7 7 A)V) ZEMT HContext of UselZ, JP Terminology (Tabulati
on) Keyword?2M5- X1 TWAZ &,
497 WZBkeywordF = v 7 (H | Keyword ADaMT — % ¥ >~ D7 7 A )L (="analysis/adam” X% analysis/adam_j it F D NG JP-eCTD4-149

=
il 3

BT —4)

ETDOT7 7A4)V) BHMI HContext of Usell. JP Terminology(Analysis) Ke
yword M H- I TWDH Z &,
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498 5 AR TkeywordF = v 7 | Keyword Context of Use=— RA7:4CTDRH Lizxt LT, ICH CV® [ICH Context of U NG JP-eCTD4-139
se] XIXJP CVD [JP Context of Usel| (T o THEMNZRD LTV Keywo
rd23MF 5 SR TH RN &y
CKIEL, HiEETT—¥ 7 7 AV E BT HContext of UseldkfZ4h L3 5)
499 5 AR uJkeywordF = » 7 | Keyword eCTDFER ) 1Z & » T X FL B Context of UselZ. JP Study Data Category Ke NG JP-eCTD4~-146
(FEAc) yword23M 5 I TV N T &,
500 HE5HE 77 — & Bi#keywo | Keyword HEEE T — 4 7 74 VES L T Context of Usell, LT ®DKeywordA NG JP-eCTD4-144
rdff 524 MHTF = v 7 MEINTWARNWT &
- JP Study Data Category Keyword
- JP Analysis Type Keyword
- JP Terminology(Tabulation) Keyword
- JP Terminology (Analysis) Keyword
501 OIDEU T = v 7 Message Header receiver. device. id. item@rootEBIMEDMEIX, ICH IGE7ZIXJP IGOHF RN/ N— NG JP-eCTD4-049
Ta raimnlTH0IDTHDH Z &,
502 OIDZEU T = v 7 Submission Unit submissionUnit. code@codeSystem@ MDA EIL, JP CV® TJP Submission Unit C NG JP-eCTD4-077
ode] T—RURARNDOHERN—T 3 U EZ#HITH0IDTHD Z &,
503 OIDZEU T = v 7 Context of Use contextOfUse. code@codeSystem/@MEMDEIX, ICH CV® [ICH Context of Use] NG JP—eCTD4-100
a— KU A2 MXZJP CVD [JP Context of Use] 22— KU X NOFZhINN— 5
VEHAIT 50IDTH D Z L,
504 OIDZUMHF = v 7 Submission submission. code@codeSystem/&MEDfEIX, JP CV®D [JP Submission] =— KU A NG JP-eCTD4-182
NOFEENIR/N— 3 AT 20IDTH D Z L,
505 0IDE Y MF = v 7 Ingredient ingredientSubstance. name. part@codeSystem@EIEDfE L. JP CV® [JP Substan NG JP-eCTD4-223
ce Name Type] == — KU X MDA/ —2 9 U &2ikE4 50D THD Z &,
506 0IDE Y MF = v 7 ProductCategory productCategory. code@codeSystem/@MEDfEIX., JP CV® [JP Product Categor NG JP—eCTD4-242
y] 2—RU R NOFE A= a U EHBITH0IDTHD 2 &,
507 0IDE Y MF = v 7 Application application. code@codeSystem/@M:DfE L, JP CVD [JP Application] =2— KV NG JP—eCTD4-258
A NDOENR A= g U ERBITH0IDTH S Z L,
508 0IDE Y MF = v 7 Application Referen | reasonCode. item@codeSystem@EMEDfEIL. JP CV®D [JP Application Reference NG JP-eCTD4-274
ce Reason| = — KU A MNOFRh /e NX—2 g o 2iRI4T50IDTHH = &,
509 OIDZUMHT = v 7 Keyword Definition keywordDefinition. code@codeSystem@EIEDfEIL. ICH CV® [ICH Keyword Defi NG JP-eCTD4-318
nition Type] =— KU A MX|XJP CVDJP CV®D TJP Keyword Definition Typ
e] =KUY R RNOHENRNA—T 3 U EHITH0IDTHDL 2 L,
510 0IDE Y MF = v 7 Category Event component0f2. categoryEvent. code@codeSystemEMEDEIL, JP CVD [JP Categ NG JP—eCTD4-350
ory Even] @=— KU ZX NDOFZN A= g U E2FBBITA0IDTHS Z &,
511 0IDE Y MF = v 7 Category Event component. categoryEvent. code@codeSystem/g Dl X, JP CV®D TJP Initial NG JP-eCTD4-361
Submission Type] Z— KU X ROEFR/NN—2 3 2B T50IDTHDH Z &,
512 priorityNumber %4 | Priority Number for | priorityNumber@value@M:ii%, A K6HTDIEDEEE (1~999999) THDH Z L, NG JP—eCTD4-084

Fxv 7

Context of Use
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513 priorityNumber ¥4 | Priority Number for | priorityNumber@value@IEfEI%. Context of UseZ W ~_EEx A/ AT S L% | Information | 1~99DfH ZpriorityNumber@value & JP-eCTD4-084
F vl Context of Use EZEL, 1~9LVKEVETHSLZ &, EIWZHETDHZ ST ELZ 22008, LU
DT A 7% A 7 2BV TContext of
Usezm W Z 5 /FAT D REMENH
DO THIE, 1008, EDOEEIEET 5 2
EREFE LV,
514 UUIDBY S 4 F = > 7 Submission Unit submissionUnit. id@root/@BMEDfEIX. ISO/TEC 11578:1996335 L INTU-T Rec X.6 NG JP-eCTD4-071
67 | ISO/IEC 9834-8:2005MD EFICHEHL L 7= DOUUIDTH D Z &,
515 UUIDAI Y T = > 7 Context of Use contextOfUse. id@root/BIEDfEIX., ISO/IEC 11578:19963 L ONTU-T Rec X. 667 NG JP—eCTD4-092
| TSO/IEC 9834-8:2005D EFICHEML L /- T OUUIDTH S Z &,
516 - - (k%) - -
517 - - (k%) - -
518 UUIDH S T = > Submission submission. id. item@root/BMEDfEIX., ISO/IEC 11578:199633 L ONTU-T Rec X. NG JP-eCTD4-169
667 | ISO/IEC 9834-8:2005D EFEICHEHL L 72 EDOUUIDTH D = &,
519 UUIDR e TF = 7 Review review. id@root/BPEDEIZ. ISO/IEC 11578:1996F5 L M TU-T Rec X.667 | IS0 NG JP-eCTD4-188
/IEC 9834-8:2005D EFIZHEHL L 7= E=NDUUIDTH H Z &,
520 UUIDRY 24T = v 7 Application application. id. item@root/EM:DfE X, ISO/IEC 11578:19963 L ONTU-T Rec NG JP-eCTD4-249
X. 667 | ISO/IEC 9834-8:2005MD EFICUENL L 7-E=DUUIDTH S = &\
521 UUIDR M TF = v 7 Document document. id@root @M DfEIZ. ISO/IEC 11578:19963 L ONMTU-T Rec X.667 | 1T NG JP-eCTD4-279
SO/TEC 9834-8:2005D EFICHEML L /- TR OUUIDTH A Z &,
522 FT—EAEF vl Message Header PORP_INOOOOO1UV. receiver. device. id. item@identifierName BB 1L, 1~128 NG JP-eCTD4-051
WFETHDH L,
523 F—HEF T Submission Unit submissionUnit. title@valueBMAEIX., 1~1000LFTHDH Z &, NG JP-eCTD4-078
524 F—AREF v Context of Use contextOfUse. code. originalText@value/BMAfEIX, 1~128LFTHH I &, NG JP-eCTD4-103
525 F—AEF v ManufacturedProduct | manufacturedProduct. name. part@valuefBIEEIZ. 1~2403LFThH A &, NG JP-eCTD4-207
526 T—HEF T Ingredient ingredientSubstance. name. part@value/BMfEIL. 1~240CFTHH T &, NG JP-eCTD4-218
527 T—HRET vl Applicant applicant. sponsorOrganization. name. part@valueB M EIX, 1~2403LFTH D NG JP-eCTD4-233
N
528 F—HEF T Application application. id. item@extensionEMAE (L, 1~1000LFTHDH Z &, NG JP-eCTD4-252
529 F—AEF v Document document. title@value/EBMEAEIZ, 1~10003LFTHDH Z &, NG JP—eCTD4-284
530 F—HAEF T Document document. text. description@value B EIL., 1~1003LFTHB I &, NG JP-eCTD4-311
531 F—HAEF T Document document. thumbnail@value&MEEIX., 1~1000LFTHDH Z &, NG JP-eCTD4-307
532 TFT—HEF vl Keyword Definition | value.item@code/@IE(EIL, 1~128CFETHDH T &, NG JP-eCTD4-327
533 TFT—HEF vl Keyword Definition | value.item@codeSystem/@IMEfEIL, 1~256 LFTHDHZ &, NG JP-eCTD4-330
534 F—HEF T Keyword Definition | value.item. displayName@value/@M:fEI%. 1~10003CFETHH I L, NG JP-eCTD4-335

1.4.1 Il

58/88




eCTD v4 ¥iEEY — /v #BfE~v==T /L

Frv _ - g oF =y
> A S 3 > w T o5 —[X
i | T=Y277 MREFHR FzyI/HNE 77— | HE JIEH K 1D
535 A vt —~ XEEFHE | Message Header A=y XOLLTFTEZBIZONWTCITELVT - u— 0 P X TR, B NG JP-eCTD4-039
Fxw7 % B EEREE RV L,
PORP_INOOOOO1UV. id
PORP_INOOOOO1UV. creationTime
PORP_IN0O0000O1UV. interactionld
PORP_INO00001UV. processingCode
PORP_INO00OO01UV. processingModeCode
PORP_IN0O00001UV. acceptAckCode
536 fifts PR 3K 5 — % S M8 Docum | Keyword JP Analysis Type Keyword® 5 &,  TEERIKIGEE Cl3on7T —# | 27 Ke NG JP-eCTD4-147
entF =7 yword (jp_non_cp) LIS DKeywordNFr5- STV DA, Yi%lontext of Use JP-eCTD4-308
MBI DHDocumentiZtext. descriptionEENFEET H T &,
537 ARBRCOUBH 4T = » | Related Context of | HiEE T —H 7 7 A VB SContext of Usex BT HHA. BHATOC NG JP-eCTD4-119
7 Use ontext of UseDNBMTEHT7 7 A4/ L, EHELDContext of UseNBHT 57 7
AINVDOMIFTD mb/datasets” AED 7 7 A LNAN—FH L TWHZ L,
538 HEEE 77 — ¥ M5 EHAF | Keyword HE5HE T — & 22T HContext of Usel ., YLHGEER T —4 LxHtdT 5 NG JP-eCTD4-151
HEF =7 WG ELZZMT DHContext of UseZS, LLTF (1) (2) DRI L TWDH Z L,
(1) study id_study title Keyword?®code@code (Rcode@codeSystem/EMAEA
[Fl—TohsbrI L
(2) HiFBEFT—F 2534 HContext of Used . T HHiEEL S 5C
ontext of Use® 9 B L 12/, LTOERNPAESLF O TRH-—T
DT L,
Context of Use®code@code}z Rcode@codeSystem/g HEAE
VL TKeyword®code@code S (Rcode@codeSystem/E 4
- indication
- ICH Study Group Order
539 - - (k%) - -
540 - - (R - -
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Fz I 7 TR

SREFR
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7 —R45r

#E

X HF =
JHEE—% ID

541

LTFRET =y 7 (TFA b
)

ManufacturedProduct

manufacturedProduct. name. part@value/BM{EIZ. TF A NITHH Z &,

[ % 2 ML UCHE T & % 05
SN S <

R

COEEE (80,4 /30 120]_#0) ROVEM R — 2

- JISX0208#iFH DO LT (T (JISH —/KUE, JISH —/KUE) . EATER/IN T,
AT, RAOOLNR, RANZ T, BATLE, BAAN—A E)

- BRI (O~@, T ~XD303LFDH)

¥ LUF XM FIIXNMLOZAISCFo-0, JFAIE LTER LN &, R
DEGTHEHLZWESIR HIAE L o2 r—F X a b IEHA L
THELIZ 20,

TN (&) [RAT—T T &amp; ]
BTN F—T—var (1) [R5 —T3LF : kquot ;]
- AREG (K0 () [mAF =730 &dts]
- REE (KWK O) [mAF—73CF &gt ]

Warning

JP—eCTD4-206

542

XFHETF =7 (TFA L
Ly

Ingredient

ingredientSubstance. name. part@value/§MEfEHIZX, T F A MITHB Z L,

[7F A M E LT TE 507
NSNS

R

CEMFE (30, 4+ /301201 #0) ROCEM A A— 2

- JISX0208#iH DT (T (JISH —/KUE, JISH —I/KUE) . EMATER/N T,
AT BAOOLNR, BRATZ T, BATLE., BAAN—R %)

- BRI (O~@, T ~XD303LF D7)

# LU FO¥MAFLFIIXMOZRAISCTFo7 0, FHlE LTER LN &,
LA P LI2WGEIE S e LT 2 =752 R0 IR L
THELIZRUY,

TR R (&) [ AT =T &amp; ]

BTN T =T —var (") [ZRr—T 3T &quot; ]
CREER (LN (O [mRF—TE &S]
CAEE (KR O) [mRF—73CF &gt ]

Warning

JP—eCTD4-217
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X HF =
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543

LTFRET =y 7 (TFA b
)

Applicant

applicant. sponsorOrganization. name. part@value/BM:fEIL. 7 F X FITH 5
e,

[7 %2 ML LT TE 5307 ]

PSRN

- AR

ARS8 0, /5120 80 KO AN—R

- JISX0208#iPHOILT (B (JISH—/KUE, JISH /KYUE) | I N3F,

BAKT. BAOLNR, BAN ST BATLE. BEAAN—X, )

- BRI (O~@, T ~XD303LFDH)

¥ LUTF YA I IXNMLO A o0, JFAIE LTER LN &, R
DG ITHHLIZWEAIZ s LT R —7 b 0 I L
THELZZ 2,

TN H N (&) [=AT—T T &kamp; ]
BTN F—T—ar (1) [ZARF—T73F : &quot ;]
- AREG (K0 ) [mAF =730 &l ]
CAFET (KR O) [mRF—73CF &gt ]

Warning

JP—eCTD4-232

544

(R3%)

545

CFRT = v 7 (7% AR
)

Document

document. title@value/BMHAEIX, TF A NMITHD Z &,

[7F2 ML LT TE 5305 ]
A RN
- PR
ARS8 0, /512080 KO AN—R

- JISX0208%5FH DT (T (JISH —AKUE, JISH —/K¥E) . MR /NTF,
AT BRAOLNRL, BRANZ T, BATE. BAAR—R &)

- BT SCE (O~@, T ~XD303LFDH)

¥ UTOEMATEIINLOEAISCED -0, FAIE LTHEHA LN &, R
DAEREPHEHL-WESIT e LT 2y — 7 e b I L
THELZZ 2,

TR (&) [ZA—73F : &amp; ]
BTN F—T =gy (1) [m AT =TT kquot ;]
- AFEE (K0 () [mAF—=T730F &t ]
C AFT (KR O) [mRF—73CF &gt ]

Warning

JP—eCTD4-283
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546

LTFRET =y 7 (TFA b
)

Document

document. text. description@value @M llL, TF A MUTHDH Z &,

[7 %2 ML LTHMTE 53]

O RN
R

MR (80,4 /301201 50) KON A— %

- JISX0208#uH DL (BT (JISHE—/KUE, JISE /K%E) | M0 kK/ N30T,

BART. BAODLNR, RANZ AT BT, BAAR—A )

- BRI (O~@, T ~XD303LFDH)

% U TFOXEMAESIIXMLOERICFEO -, JFAIE LTHEHA LW &, X
DGR LIZWEAIZ s L TR —7 2 0 I L
THELIZ 20,

TN H N (&) (AT — T &kamp; ]
BTN F—T—var (1) [R5 —T3LF : kquot ;]
- AREG (K0 () [mAF =730 &dts]
- REE (KWK O) [mAF—73CF &gt ]

Warning

JP—eCTD4-310

547

(R3%)

548

XFHEF = 7 (TFA L
Ly

Keyword Definition

value. item@codeJEMAEIX, TF A MUITHDHZ L,

[F% % ML UTHATE % 307]
RN
R
CEMEE (8 0,4+ /301201 50) RUUEH A~— 2

- JISX0208#H D LT (T (JISH —/KUE, JISH —I/KUE) . EMATER/N T,
AT BRAOLNRL, BRANZ T, BATE., BAAR—R &)

- BRI (O~@, T ~X D30T D7)

¥ UTOREMATEIINLOZEAISCED -0, FAIE LTHEHA LN &, R
DEEPHEHLZWESIT. e L T2y —F e b I L
THELZZ 2,

TR (&) [ZA— T 3CF : &amp; ]
BTN p—T—ar (1) [ A —TF : &kquot; ]
- RS (K0 (O [=AF—73F &l ]
CAREE (KR O) [mRF—73CF ket ]

Warning

JP-eCTD4-326
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W CoUlZf T 5 r] DKeyword (<Keyword Type>) H3ftH-ZiLCuvE
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DIERBBL N — N2~ v F LTV,

UUIDD IEM KRB R F — >
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tionBEZENFIELER A, [RECoUDUUID @ <UUIDY]/ [%tE:iDocument
OUUID : <UUID>]
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7% A MNUCE H ATRE R SCFERE LA O SCF A HIBR T D,
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12, REID e LTOEAMES (O BEERLTWS,

[FRiE8) Zereference@value B IEE D F)]
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2 TWD,

(57 7 ANIRRAJIR LT 7 A DN T, 77 A LY
A XNB00MBLL FiZ72 5 K HBIET D (RELZNRZHIBRT
L. BT s ANTHETH Y,

KR 7 7401
Frv

eCTDVAHGE N v r —NIZB W T, XMLA v =V BRI T0
NI ANVBEELET, BT 7 AN (T 7 VR

(K7 7 A N] IR LT 7 A 4D, H#%Submission Unitddo
cumentZE = Dreferencelvalue BN H SR I LT,

(KR T7 7 AN NIRRT T 7 A NV E SIEH D GHIBRT 5,
U< 1ML T 7 A L& reference@value/BIEICHEE L7-doc
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cationReference® & | i%tEH MDapplicationReference |
ERPH 5,

M R =2 1B DApplication ReferencelF i D2
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eSystem/FIEMED) 1X. YiZApplicationN D item@code/@codeSystem|Z
L TC2=—7TIIH Y ETHA,

Yi%Submission Unit CHEME X4 TV BkeywordDefinitionE & H]
T, A vE—IIZ3# L7~ item@code/@codeSystem/E HEAE DA H
DEMELTWND,

Ay —IZ@EH LE-EE L T bitem@code/@codeSystem
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[ X ZCoUDUUID] MR F Context of Used . [relatedCoUdid@ro
otfEl] 23779 Context of Use T, LA FDIFERBEA->TNE,

- contextOfUse. code@code g A
- Bl T D2keyword B3R O
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id@rootJ@MEIZHEE SN TV A tdContext of UseZ 42 TXML
A= NHHIRT 5,
BT — X & | FEEFT — 2 2B RT HCUICk LT, 77 AL ZI61TE LI [%FZCoUDUUID] 23" 7 contextOfUseFEFE DEL FIT, relatedCon | [54:CoUMUUID] 73R 7 contextOfUseBEFE DEL FIT, relate
ZBMETF =T HUN DB T TWES, [RZRCoUDUUID @ <UUID>) textOfUse R 232 DL FfEfit X T 5, dContextOfUseEFE N2 OLL LI E N TV A ILEEIX, AL FDr
F 7701, [6E5CoUDUUID] 37”79 Context of Use®DrelatedContex eliedConte)%tOstigﬁﬁjllff:U’KiﬁZ)J: O replacementOf
t0fUse. id@root FBMEIE & [7] LUUIDZ. 2#%Submission UnitdfCo | 28 & XMLA v =D BRIFRT 2.
ntext of Use®DrelatedContextOfUse. id@root/BMIZHEE SN T | EERUADEHE L, relatedContextOfUse. id@root & MEAE A
W5, [XZCoUDUUID] 723779 Context of Use Context of Useé
—¥3 A Context of UseZXMLA v —UBHIBRT A, b L
<% [H5CoUMDUUID] 23R 7 Context of UseZXMLA »&—
U HHIERT 5,
ETRfreviewd it | ZEN 2V Review EHE SN TV ET, [tRReviewdUUID : <UUIDY] | [k5Review®dUUID] 23733 Reviewld, AiEHEHIRGZSEIF O | [k5Review®UUID] 2373 Reviewdk BH T HHE1L, Yikr
Fxzw7 % BIYEONEREE I TV, eviewBEFE DL FOERE « J@MED I B, FHRSROME 223
Do
[ % ZReviewdDUUID] 237759 ReviewZ BT L2 WEEE 1L, 4%
reviewBElHE LA XMLA v E—U N SHIBRT 5,
WET Frreview#E i | ReviewD BN « HIBR « EHAITHOILTWVET, [KfFHReviewdUUID : < [k} ZReviewDUUID] 7R F Review?d, Xi%Submission Unit THr | [xfGReview®dUUID] 23R 9 Review IR D ENEX LT
Fxrv7 uip>) HEH SN, £7203HIER (statusCode@code)@lZ suspended] | & D TH AHEEIEL. XINIARETH 5,

DHE) SNz, FREER TO—HOESE - BHEONERTEH I
7=

[%f%Review®dUUID] A3753 ReviewlZ B4 2 HIEAS M L 7=
HLOTRVEAIL, MireviewEH LML A v — 05k
‘@"éo

reviewHl| R 4 P
Fxv7

Wi eCTDIZ IV T, statusCode@code/BMEAEDY lactive] T ARevie
WOMELE L /A,

U Submission Unit TfT o 7zReviewDH|&IZ X - T, statusCode
@code/BMEAEDS Tactive] 72ReviewdSIELE LR VVIRRE L 72 o> TN B,

¥ 3%Submission Unit CTHEH L 72statusCode@codeBIEMEIZ [s
uspended] ZFEE L7 reviewEHZZXMLA v —U NG HIBRT
5 (ReviewDHIFRZEY TIF5),

Y L < I, FRDReviewZ B2 Hi%Submission Unit CHEH
‘ﬂ_éo

review#® H %4
Frv7

JEE O THIBR S 3L7-ReviewN A v B — U FICIFEE L 9, [XER
eview®UUID : <UUID)]

[ X ZReviewdUUID] 237759 ReviewlE, *47%Submission Unitd ¥
H7DSubmission Unit CREIZHIBRE LTV 5,

[ X ZReviewdDUUID] 27" ReviewZ XML A v & —0 5 HI R
‘ﬂ_éo

updateMode 224 #:
Fxzwv7

1D T4 ACoUlcxt L, updateMode M EE I L TCWET, [%ECo
UDOUUID : <UID>]

[ X ZCoUDUUID] 7237”7FContext of UselX. Y4:i%Applicationic
BW T THEH & 7-Context of Use (FrFEHlDOUUIDAYid@root /&
MEIZFEE S #17=Context of Use) TH AN, priorityNumber@upda
teMode/BMEARHE S LTV D,

[XFZCoUDUUID] 237”73 Context of UseZXMLA v E—I»
HHIBRT 5,
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1> THEH 4 D DocumentiZxt L. updateMode3FEE S CVVET,
(%] ZDocument DUUID : <UUID>]

[5x4t Document DUUID] 737559 DocumentiL. 4i%ApplicationiZd
WTHID TR & 7=Document CHHE OUUIDZAY 1d@root )@ MR E
X7=Document) T&H A3, title@updateMode B M2 AL X1 TWY
Do

[%F%2Document DUUID] 23,53 Document 2 XML A~ — 005
HIBRT 2,

> T4 AKeyword DefinitionlZxf L., updateMode 3 EE ST
W1, [I&Keyword Definition®item@code/@codeSystem : <code
JEVENED/ <codeSystem/E1ENE>]

[ ZKeyword Definition®item@code/@codeSystem] 23,77 Keyw
ord Definitionl, Y47%ApplicationiCZIB\VTHID THRH S izKe
yword Definition (HIHRDitem@code/@codeSystemDfAH % H D
Keyword Definition) T 573, displayName@updateMode & A3
et Tn s,

[ ZDocument DUUID] 23753 Keyword DefinitionZ XML A v
=V LHIERT D,

statusCoded suspended T HCoUlZ %) L. updateModeZMEE ST
£, [KHRCoUDUUID : <UUID>]

[ 5:CoUDUUID] 237”73 Context of UselX. statusCode@code)d
PEAEIZ Tsuspended] MMEE S TUNAH 23, priorityNumber@updat
eMode B RIL S LTS,

[ 5:CoUDUUID] 23779 Context of UseDpriorityNumber@u
pdateMode BIEZXMLA v E— B HIBRT A, $ L < Idstatu
sCode@code/EMfE%Z lactive] ZIEIET B,

statusCodeAdsuspended T& DKeyword DefinitioniZ%f L. updateMod
eMFREINTWET, [kFZEKeyword Definition®item@code/@codeS
ystem : <code/BIENE>/ <codeSystem/E1ENE>)

[%I%Keyword Definition®item@code/@codeSystem] 73,~9 Keyw
ord DefinitioniZ. statusCode@codeBIEAEIZ lsuspended] 23EE
XN TWABD, displayName@updateMode BIHENTRLE N TV 5,

%% Keyword Definition®item@code/@codeSystem] 73777 Ke
yword Definition®statusCode@code/@E{E % lactive (&
ET 5,

value/BMEAEDSHIEI D> & B H STV W ColUlZ Xt L. updateMode 3 g
EINTWET, [KECoUDUUID : <UUID>]

(%] 5:CoUMDUUID] 73777 Context of UselZpriorityNumber@updat
eMode BMHENTRAL XL TS 23, priorityNumber@value &Ml 232
B I TR0,

[ ZCoUDUUID] 73779 Context of Use®priorityNumber@v
alue BB % FH 1% DPriority NumberlZZ 45,

value/BHEAE 2 IR & B H 3TV 2 W Document 2% L, updateMod
eNFEE S TWET, [kEDocument DUUID : <UUID>]

[%fZDocument DUUID] 23779 DocumentiZ title@updateMode &4
NIREEI N TV BN, title@value/BHENE T LTV,

(% EDocument DUUID] 23759 Document D title@value & HfE
RGO LEL A MVICEFRT S,

value/BHEAE 2 IR & B H KTV 2V Keyword DefinitiontZ %t
L. updateModeNFEE SN TWET, [ Keyword Definition®Dite
m@code/@codeSystem : <code/EFEfE>/ <codeSystem/B1EIE>]

[XfZKeyword Definition®item@code/@codeSystem] 237~ 7 Keyw
ord DefinitioniZdisplayName@updateMode /@ NI TV 5D
M. displayName@valueBIEENZE T I TRV,

[%f5Keyword Definition®item@code/@codeSystem] M3/~
Keyword Definition®displayName@value &4l % 5 &% DOP
riority Number|ZZEH 45,

[d]—AP#+document &
Ty

fhApplication THEH &1 7-DocumentiZ%f L T, updateModeZ¥5iE L
TWET, [%EDocumentDUUID : <UUID>]

[%fZDocument DUUID] 73/~ 9 DocumentiL. 4i%Application T
72 MthApplication CHEH & 4U7-Document TH D A3, title@update
Mode BHEDEES N TV D,

fhiApplication CHEH X #17=Document Dtitle@value B IEAE %
BHTHZLIFTTERVDT, (X4 Document DUUID] 737~
Document ZXML A v & —U B HIBRT 5,

fiApplication CHEH X #17-Document % 4 i%Application CHF
FIHLTEY, Fotitle@value@MHAE %2 FH L7-WIGATL,
FHHBOLESA b Etitle@value/BHEICHRE L7 BIR DD
ocument} X O EN A ST D8O Context of UseZ
T 5,

updateMode R85 E

Fxv7

W3 CoUDpriori tyNumber@valuefElf, WwEDRHNLOLEH I TV
57, updateModeZF5ET HMENH Y £9, [KZCoUDUUID : <U
UIp>]

[XFZCoUDUUID] 23779 Context of Use®DpriorityNumber@value
BIEENETE I TWA A, priorityNumber@updateMode /@A 12
flt TRy,

[X£CoUMDUUID] A3779 Context of UselZxf L. priorityNu
mber@updateMode @M ZHEHt 3%,

Y #Document Dtitle@valuefllE, WEDTMHMNOLEH N TNET
¥. updateModeZ 35 E T AMENH Y 9, [EDocument DUUID : <
uuID>]

[ ZDocument DUUID] 23759 DocumentDtitle@value BB DN
FEINTWAMN, title@updateMode/@ k2 ML I TUN 72U,

[ % ZDocument DUUID] 723779 DocumentiZxf L. title@updat
eMode Bt & &M%,

Wi%Keyword Definition®displayName@valueffil., wBEDEHID
FH SN TWDHT2, updateMode ZFFET DM ERH D £9°, [KIHK
eyword Definition®item@code/@codeSystem : <code/FEfE>/ <codeSy
stem/BENED]

[xZKeyword Definition®item@code/@codeSystem]| 23777 Keyw
ord Definition®displayName@value/BMEAENZE T L TVWBH D,
displayName@updateMode BN FRAL X LTV,

[%]5Keyword Definition®item@code/@codeSystem] 23~
Keyword DefinitionlZxf L. displayName@updateMode &% %
fet4 %,
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updateModeF = v 7
([Fl—SubmissionUni
t)

updateModeMEE LT WA Mi%ColUlzxt L. [Al—Submission UnitP
THIO®EAE GIrstem, HIbR, &#, L85 BRERITOI TV E
T, [%}Z:CoUDUUID : <UUID>]

[%fZRCoUDUUID] 23/x 9 Context of UselZpriorityNumber@updat
eMode BHENRAL I TV B, Hi%Context of Use®UUID (id@r
oot/BMEAE) 73, [AlSubmission Unit THEH L7~ fiContext of Us
eDLL T ORMEIZHRE S LTV D,

- contextOfUse. id@root

- contextOfUse. replacementOf. relatedContextOfUse. id@root

[XF5:CoUDUUID] & [Al— DEDFRE TV 5 id@root F 72
IZrelatedContextOfUse. id@root & MEAE %2 T DD Context o
f UseZ 3T _XCHIRT 5,

H L <L [ERCoUMUUID] A37R9 Context of UseZXMLA v
=T HHIRT 5,

updateMode2MEE LT WA Yi%Document (2% L, [E]—Submission U
nitNCRIOEME Brflfet, BH) DREEFThbILTnET, [R5
Document ®UUID : <UUID)]

[%fZ2Document DUUID] 23779 Document!Z title@updateMode &4
NI TWE DY, Y4i%Document DUUID (id@root/BMEAE) A3,
[FSubmission Unit CHEH Ziv7-fiDocument ®id@root & MAE IZFR
EINTND,

[} %Document DUUID] & [Al—DEAFEE 4L TV 5 id@root
JEMEAE 2 & Ot DDocument 2 X THIRT 5,

U< IE & Document ®UUID] 23/~9 Document % XML A
U LHIBRT S,

updateMode 3 FEE LTV 5 YiZKeyword DefinitiontZxt L., [El—Su
bmission UnitWNTRIDEME CBriisett. B8 MR THITY
F9. [XZFKeyword Definition®item@code/@codeSystem : <code/d
PEfE >/ <codeSystem/E PENE>)

[xfZKeyword Definition®item@code/@codeSystem] 237~ 7 Keyw
ord DefinitioniZdisplayName@updateMode &N X3 TW5
M. Yi%Keyword Definition®item@code/@codeSystem/BIEAE DHH
B L FE UMHAEED, [ASubmission Unit THEH L7~ ftiKeyword
Definition®item@code/@codeSystem/BIHEAEIZERE STV 5,

[%ZKeyword Definition®item@code/@codeSystem] & [a]—
DA Ditem@code/@codeSystemE Al % T D dDKeyword
DefinitionZ 3 CTHIBRT %,

H L <L (62 Keyword Definition®item@code/@codeSyste
m] 2373 Keyword DefinitionZXMLA vE&—U B HIBRT 5,

K= 2> NEFH
B EF = 7 (A
—APAV)

W% ColUlIDocument 2 FAIF (fiApplication CHEH X Au7~Document %
documentReferencelZfFE) L TWET A, K I 7= HEFEDDocumen
tTIERWIEOFFMATE £ A, IGCoUDUUID = <UIp>]/[FFIH
Document ®UUID : <UUID>]

[FF)HDocument ®UUID] 23-~J Document |LfthApplication THeH
I 7zDocument TH A 23, FAGRD HFE THH 4TV 5 Documen
tTH D,

fiApplication CHeEH X #17=Document Z2 FA 9, 2% Subm
ission Unit Gl dDocument & LT L. FDHHDocume
ntDUUID%Z [XfHCoUMUUID] 723/~x 7 Context of Use®docume
ntReference. id@root/BIEIZFRET D,

3% CoUlXDocument Z FH-FF (fiApplication TH#EH & 41 7=Document &
documentReferencelZf8E) L CTWETH, EAREH X 7-eCTDDDoc
ument TlE72 W= O FHFIHCTE A, [RHLRCUDUUID : <UD/ [
FlIHDocument ®UUID : <UUID>)

LI FDocument ®UUID] 73759 DocumentiLMApplication THEH
X 7=Document T B3, ZEHH DApplication THEH S #172Do
cument ToH B,

fhiApplication THEH &4 7=Document & FAI HE 9", Hi%Subn
ission Unit CHELDDocument & U CTHEH L. Z D FrHiDocume
nt®DUUID% [XECoUMDUUID] 73/x 7 Context of Use®docume
ntReference. id@rootEIEIZIRET D,

77 A VIR N
Fxv 7

Y Document Dreference@value/EMEIT, 247%eCTDDeCTDEZ &= &
—E L WFE—E 7 NV F L EEte T 7 A NINA (T 74 N RD)
NI EEINTWET, [kEDocument ®UUID : <UUID>]

[ X% ZDocument ®UUID] 27”79 Document Dreferencel@value @it
Wy [/ /MeCTDZ A BB | THRED 7 7 A N/ SARFRE ST
W5,

[x%fZDocument DUUID] 237 ~rF Document Dreference@valuei
MAEZ ./ /1B E LR WX R AEET 5, £7203,
[/ /IRl —eCTDEAS =) & 72 DA R ANTEIET 5,

<EY7preference@value@ MAE O F)>
Mml/jp/m1-01-01.pdf) [../1/ml/jp/m1-01-01.pdf) I../../
[F—eCTDE A& = /1/ml/ jp/m1—-01-01. pdf ]

7 A TR
PEF = v 2 (A7
FF—2)

M Document DB L TWA T 7 A IV (CZ 77N 3D) (L, HEEF
T—2 D=, FAHATEEEA, [XBDocument®UUID : <UUID>]

[ ZDocument DUUID] 737759 Document Dreference@value B EAE
DIRADPITRT 7 7 A NVH, FEEEST—HX 7 74/ ("mb/dataset
ST HNEBTDT 7 AV) ThDH,

HEEHE 17— % 7 7 A Vv ZBEFHET, X3%Submission Unit
THHROZ7 7ANVELTRIEL, D7 7 AV 2% HRD
ocument DUUID] 723779 Document Dreference@valueBiIZ 5
ET D,

54 T A 7l
T =7

UL BRIV, sl L Clil L& T B B0 b ) &
—a—o

Ao —IICRH I N BHOEN., 1-OFjDSubmission Unit T
PRt SN Y4B & B> T D,

A —JICEHE SN B EOE % . 18D Submission Uni
t TSN Y EME & R CEIEET S,

N CoUFIET = v
7 (FA5EeCTD)

WEOHGET A 7 A 7 )V GEFGHEHE S © ) TEBREZITHIBRS
NIZCoUM A v —HNTFEIE L E9, e CoUDUUID : <UD

(% ZCoUMUUID] A3RF Context of UseAd, A v &—I Tt &
NP ERE B OFEH T F 72 1XHIBR S #u7-Context of Use
Th .

[%FZ2CoUDUUID] 237”7 F Context of UseZXMLA v EB—IM
HHIBRT 5,

KZEMDocument
Frv7

[FSubmissionUnit PN D CoUn> i &R X TV V72U \Document 23 FEH X4
TWET, [XFDocument®UUID : <UUID>]

[ % ZDocument DUUID] DUUIDAY, %4i%Submission UnitH o & D
Context of Use®documentReference. id@root /Bl & & —F L
TR,

[ % ZDocument ®UUID] % documentReference. id@root)B& T
FEE L7zContext of Use% *4#%Submission UnitiZ CHEHI
5o
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5 7 — 4 Col
Bl T ST = 7
(11§#feCTD)

WM COUNBRT HHZFEE AT —X &, "mb/datasets”LLED 7 7 A )L
INAN[FE— D HRFEE T —H S IRT 5 CoUn i e & 75 < I TAFAE
LCWET, [KIZRCoUDUUID : <UUID)/ KR T 7 A VDR : <7 7
V2%l

LT OLMETIZHEY T HContext of Use, A v bB—IIC5#H

I EFER S OSubmission UnitiZIFfEL T\ 5,
- documentReference. id@rootJBMEAEIZHE E L 7=Document Drefere

nce@valueBMEME L [XMfHRT 7 A L D/XA]
D7 7 A WRAN[F—TH D

D”"mb/datasets” LA

- WEgSubmission UnithEd AT — & 22— R (statusCode@cod

e) 2 lactive] THh A

[T 7 A IVDIRA] PIRT T 7 A MZONWT, “mb/datas
ets"IED 7 7 A NRANEDL D X DI, 7 74 VAN
T 57 A NHFORBRSCL LT 5,

H LT, A yb—TiIi#oRHESGE 5 ClRE SN AE
FIZE% Y 4 AContext of UselZxf LT, HiZ%Submission Unit
TR W TN EIT 9,

- HIBE (statusCode@code/g iz
) 35,

[ % CoUDUUID] 237”7d Context of Use CEHLT D (Mi%
Context of Use®UUIDZ . [XZCoUMUUID] 25773 Context
of Use®DrelatedContextOfUse. id@root /& MABEIZFREE T
%)

suspended| Z#57E L THE

HIEHEH T = > 7

F T A CoUDstatusCodeleodefEIZ Tactive] LIS D AT —H
ABFRE SN TWET, [K5CoUDUUID = <LUID>)

[X&CoUDUUID] 237”79 Context of UselZ.

M #ApplicationlZ

BWNTHID TR &N 7=Context of Use (G DOUUIDAYid@root )&
MIZHEE® & #17=Context of Use) TdH AN, statusCode@codeldE

B2 Tactive] LISADIETH 5,

[XZ2CoUDUUID] 23777 Context of Use®DstatusCode@code
BMEE Tactive] ITEIET 5,

1> CTHEH 4 AReviewDstatusCode@codefEIZ Tactive] LAFfD &
T HAPREIILTWET, [5G ReviewDUUID : <UUID’]

[ % Review®UUID] A R9Reviewld, 47%ApplicationiZiV T
WO THEH S u7=Review CHIE OUUIDAYid@root B IEIZHRE S 7=

Review) T D, statusCode@codedHAE D
TH 5D,

Y Tactive] LISAOMAE

[ ZReviewdDUUID] M35 ReviewDstatusCode@code B IEAE
% Tactive] |TUEIET 5,

AT 7 — 4 P
FIZ ST = s 7

WELCOU (KUUIDY) BT HHEE 1T — 5 (71 320) I,
[fl—ApplicationNDOEELDCoUHEM I TWET,

M Context of UseNZEME4 AHDocument (documentReference. id@

rootJBMABEIZHEE L 7=Document) 1. [FlApplicationPN DM DA%
72Context of Use (¥47%Submission Unithfmd AT —H 2 a— K
(statusCode@code) 7% Tactive] Ta HContext of Use) 7nH &

ZHE T SDocument Th 5,

Document % F-F) B 912 Y 7% Submission Unit CHHLDDocum
ent& LTI L., ZOHFHDocument DUUID % Y i%Context of
Use®documentReference. id@root/BIEIZHEET D,

H L < I, YiZContext of Usel [d] UDocumentZ &4 5% (d
ocumentReference. id@rootJEMHAE N F—TdH 5) fhDContext
of Use% . *Y4%%Submission UnitiZ THIR (statusCode@code
JEMEIZ Tsuspended] ZH457E L CTiEH) 75,

F v 7Y AHE
Fzv I (F=v7
P77 AN)

SHA256. txtIZHEE SN TWAF = v 7 ADfE L. submissionUnit. x
ml DOSHA256(Z LB F = v 7 MMEN—E L TWHEE A,

SHA256. txtD 7 7 A VNI ECH S U=l s,

WSS HEH D submissio

nUnit. xml OSHA256(Z LB F = v 7 B LMl & —F LTV,

SHA256. txt D 7 7 A JLPNIZ., SHA256 7 /L= U X AZHEVVELH
L 7zsubmissionUnit. xmlDF = v 7 % AMAEZ FLH T 5,

F v 7 Y AHHE
F = v 7 (Document)

2 Document Ddocument. text. integrityCheckZBEZFE DOfEIL., 47%Docu
mentNBRT D27 7 AN KT 7L ANI)DF = 7P MfEE —FL
FH A, 2 Document DUUID : <UUID]

[ % Z:Document DUUID] 23779 Document D integrityCheckBEEE D
B, Yi%Document N BT 25 7 7 A L DSHA256IZ LD F = v 7

B AEE L TV,

[%fZDocument DUUID] 237559 Document D integrityCheck 2
FEOE% . SHA256 7 /LU X AZHEVVEH L 72 Y4 7% Document
NERTDHT7ANDTF = v 7Y LMEIEIET D,
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[Effbaty T 7=h/LFXxa2 A (eCID ) 1T K BAEEHEFH 251 T

SF242 A 19 BTSSRI 0219 5 1 SIEATHEAE EHK « A TNRE R E SR LA B
@

MELaEy T 7 =HL RExa A2 R~ (eCTD) |2 L BKEREFICHOWVT] OHIEIZHON
</

B4 2 A 18 HATIT AR 0218 5 4 B4 @E =K - AN R E IR A S PR
PGyl

MEaty -T2 =0+ R¥xa2 ALk (eCTD) I X AHAEGHFZEIZHOVWT ] OKIFEIZDOW
T

ICH eCTD v4.0 ZEIE o fr—

<https://www. ich. org/page/electronic-standards—estri >

eCTD v4 EWNEE Sy r—
<https://www. pmda. go. jp/int—activities/int—-harmony/ich/0092. html >

10 O5 4

10. 1

BE

AKY =TIk, FRR2fEorn 72 LET,
TNENDFHEMIOWTUTITRLET,

10. 2

wEnJ

L—WRT O BEICB L TRl ) s hd m 7T,

# 7.2-1 Bf#n 7

a7 OFE | A A b=V FTYeCTDREE Y —/Lv4¥log¥ectdv4_yyyymmdd. log (yyyymmdd : 4L

HA)

H <yyyy/MM/dd hhimm:ss. £, [(A Ly REES], <a b —4>, [{f Xy NEEGS

TNT 4], < T Loy, K—W4 >, eCTDRZ AT 5>, LERFERID, <A v & —
AT

i

2021-01-27 09:36:40. 120, [1], eCTDv4. Tool. App, [ (null)], INFO, usel, (nul
1), [EE#EHLER], start
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o 7 OFHE | A A b=V FT¥eCTDRAGE Y — /L v4¥log¥ectdvd_err yyyymmdd. log (yyyymmd
d: B HAT)

H e <yyyy/MM/dd hhimm:ss. >, [<A Ly RES], <mH—4>, [K<M X MNERF T
o XT 5], <a Z LUy, K —F D>, <A v '—I>E89 7>

H 73451 2021-01-26 12:59:30. 374, [8], eCTDv4. Tool. MainWindow, [ (null)], ERROR, use
1, (null), [E&HF], 5 — X pnvarchar % numeric [ZBHAHIIZ T —NF
ALELE
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AETHEMT L HFEZ U ISR LET,

# 81 H7E

AEBTORR LFE T I E S

CTD Common Technical Document®Wf, I3 SLELHIFHFIEERSZ (1
CH) THE Sz, HE IR G o BE 3 A O&KGEHFEIZEE L
THAGRHRFEEICIRAMA T R BRI oK,

CV Controlled Vocabulary (> ha—)L K« RF¥¥x 7T V) O
W

eCTD Electronic Common Technical Document®Wg, CTD 7% HFh
IS HFAE Y ~EFIINCIRET 5 2 & & rl6E & 9 2 Hdfrft:
£,

eCTD v4.0 eCTD v3. 2. 201k N— 3

eCTD v4.0 XMLA »tE—

submissionunit. xml® Z &,

XML A »&—

eCTDSZ A3 5 HiheCTDT — X 2 R{ET AN EZFDO L, T4 7 A7
Z 18 U CHEEeCIDT —# 1 Ic 1o 5 S b,

01D Object Identifier®dhg, 7 =7 & —EIZikn4 % EEE
L7, BEmicEy Y Ccon-4nizEl a2 Ed 5,
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