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95 WBEF = v 7 (RiESED | Document %-document. text. thumbnailZEZ 2% L C. thumbnail@value@E HE 45 2 NG JP-eCTD4-306
D) L,

96 WEF vV (FitESEHEH | Keyword Definition K-keywordDefinitionZEFE|Z %) L T, keywordDefinition. code@code &S HEL NG JP-eCTD4-315
D) Lk,

97 VIEF = v 7 (BifESESD | Keyword Definition | #keywordDefinitionZE3ZIZ5%F L T, keywordDefinition. code@codeSystem/@MEns NG JP-eCTD4-317
v) HE32Z &,

98 WEF vV (FitESEHEH | Keyword Definition #keywordDefinitionZFEIZ%f L T, keywordDefinition. statusCode@code &M 23 NG JP-eCTD4-320
v) HE+2Z &,

99 VIETF = v 7 (BifESEH | Keyword Definition | #keywordDefinitionZEFEIZ%F L T, keywordDefinition. value. itemZE35 725 NG JP-eCTD4-323
v) TAHZ L,

100 VEF = v 7 (BifESMEH | Keyword Definition | #keywordDefinitionZi3ZZ5%t L T, keywordDefinition. value. item@code @A NG JP-eCTD4-325
D) HE32Z &,

101 VIETF = v 7 (BifESAESD | Keyword Definition | #keywordDefinitionZEFE 2% L T, keywordDefinition. value. item@codeSyste NG JP—-eCTD4-328
D) mEMEN BT 5 2 &,

102 VIEF = v 7 (BiHESEH | Keyword Definition | #keywordDefinitionZEFE 2% L T, keywordDefinition. value. item. displayNa NG JP—-eCTD4-332
v) meBRENHELTHZ &,

103 VIEF = v 7 (BiHESED | Keyword Definition | #keywordDefinitionZEFE (2% L T, keywordDefinition. value. item. displayNa NG JP—-eCTD4-333
n) me@valueBPEHIBLT 5 Z &,

104 WEAT = Category Event submissionUnit. componentOf2. categoryEventEEN T HZ &, NG JP-eCTD4-341

105 WHTF =7 Category Event componentOf2. categoryEvent. code@code/EM3HELT A Z & NG JP-eCTD4-344

106 WEAT = Category Event componentOf2. categoryEvent. code@codeSystem/BENHET 5 Z &, NG JP-eCTD4-349

107 WET = Category Event AR HEITIBUNT, categoryEvent. component. categoryEventZEHE N HIAT 5 = NG JP-eCTD4-351

Lo
108 WVET =7 Category Event PINFEHIZ I T, component. categoryEvent. code@code /B3 HIRT 5 Z & NG JP-eCTD4-355
109 WATF = Category Event PINFEHIZ B8N T, component. categoryEvent. code@codeSystem/g& N HEL 5 NG JP-eCTD4-360
&,

110 WET = v 7 (Fi$ESMSH | Context of Use %-contextOfUse. code. original TextZEFE 2% L T, originalText@value@ M3 Hy NG JP-eCTD4-101
v) HTsrz L,

111 WET = v 7 (Fi#SM % | Document SAS XPORT £ (k. xpt) D7 7 A V&2 ST Hdocument EFHRIZK} L T, documen NG JP-eCTD4-294
n) t. text@charset BN HEL T A Z &,

112 ANARA[F =7 Submission Unit submissionUnit. statusCodeEENRNHE L2\ 2 &, Information | ICH IGTIIfERNERO HILTWAHEZET JP-eCTD4-079

D, BEYRIIYZEREZFEH LN
LITHETDHZ L,

113 - - (KRZ) - -

114 ATIARTF = v 7 (HifES: | Context of Use statusCode@codeEMAEDY [suspended] T&H BcontextOfUseZEFEIZx LT, cod NG JP-eCTD4-095
HHn) eBEENHBLL 2N &,

115 ANRAEF = v 7 (Bi#ES: | Context of Use priorityNumber@updateMode @ IEMNTELET B contextOfUseEEIZXf LT, codeF NG JP—eCTD4-095
tH o) FNHBL L2z &,

116 ATIARTF = v 7 (HiEESs | Related Context of | FIMERHIZI VT, contextOfUse. replacementOf. relatedContextOfUseZLFEE 23 H NG JP-eCTD4-110
H&H0) Use BHLARWZ &,
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117 ANIRAF =7 (RitES: | Related Context of | statusCode@code@IEAE DY Tsuspended] Td 5 contextOfUseZEFE|TxI L T, con NG JP-eCTD4-111
HHn) Use textOfUse. replacementOf. relatedContextOfUseELZE N HHEL L 722 &
118 ANARAF =~ 7 (Bi#ES: | DocumentReference statusCode@code /@Ml 7Y Tsuspended| Tdb HcontextOfUseZEZE 2% LT, con NG JP-eCTD4-123
HHn) textOfUse. derivedFrom. documentReference BEZE N HIER L= &
119 ANARAF =~ 7 (Ri#ESS | DocumentReference priorityNumber@updateMode @& MENTFEIET 5 contextOfUseFRIT % LT, contex NG JP-eCTD4-123
HHn) t0fUse. derivedFrom. documentReferenceEENHIR L2V &,
120 ATIARTF = v 7 (RiEES: | Keyword statusCode@code Bl 7Y Tsuspended] Tdb HcontextOfUseZEZE 2% LT, con NG JP-eCTD4-130
HHn) textOfUse. referencedBy. keywordZ 3 23 HHEL L 720N 2
121 ANARAF =~ 7 (RiHESS | Keyword priorityNumber@updateMode BMEASFIET % contextOfUseEFHRIZ%F LT, contex NG JP-eCTD4-130
H&H0) t0fUse. referencedBy. keywordEZE 2N HEL L7202 &
122 ANARA[F =7 Review eCTDFEBIbIZ I NT, submission. subject2. reviewZBEZ 3N HHEL L7222 &) NG JP-eCTD4-185
123 - - (k%) - =
124 ANREF = v 7 (RiFES: | ManufacturedProduct | FreviewZBEZFRIZxI L T, statusCode@codeBHAE A [suspended] DIEFEIZTEB T, NG JP—eCTD4-200
HHn) review. subjectl. manufacturedProductZEFHE N HEL L7222 &,
125 AJIARA][F = 7 (FitESs | Applicant FreviewdlFH 2% L T, statusCode@code B A [suspended| DB-SIZERBVT, NG JP-eCTD4-226
HHn) review. holder. applicantBER BN HE LW Z &,
126 ANRAEF =~ 7 (Ri$ESS | ProductCategory FreviewEFE % L T, statusCode@codeBMEAE DS [suspended] DA ITIBUVNT, NG JP-eCTD4-236
&) review. subject2. productCateogryELZENHE LR\ 2 &
127 = - (R¥E) - -
128 ANARAF =~ 7 (RiiHESS | Document title@updateMode B3 FE(ET D document BRI LT, textBEZE N HEL L2 W NG JP-eCTD4-291
H ) k.
129 ANRAF = v Document docuent. text@language/EMENHIL LW 2 &) Information ICH IGTIHMEANRED HILTWAHERET JP-eCTD4-036
C BEYRIIYEEREHEH LN
u%éjfétj_é L,
130 ANRAEF = v 7 Document docuent. text@mediaTypefBIERNHEA L W2 &0 Information ICH IGTIHMEANRED HILTWAHERET JP-eCTD4-036
. BEYRIIYHEREMEH L 2D
u%éjfétj_é L,
131 AT F =7 Document docuent. text@updateMode @M HEL L Z2u 2 Information ICH IGTIIfFEHNRBD LN TWAEE JP-eCTD4-036
. BEYRIIYHEREMEH L 20D
u%éjfétj_é L,
132 - - (k%) - =
133 ANTIARRF =7 Category Event RIS OFEHIZ BT, categoryEvent. component. categoryEvent 33575 H#H, NG JP-eCTD4-353
L7gnz &,
134 ANARA[F =7 Submission Unit submissionUnit. id@extensionf@BIENHEL L2 &, NG JP-eCTD4-036
135 AT Re]F = v o Submission Unit submissionUnit. id@identifierName@MENNHEL LAV 2 NG JP-eCTD4-036
136 ANRAF = v Submission Unit submissionUnit. id@scopef@ERNHER L2V 2 &) NG JP-eCTD4-036
137 AR F = Submission Unit submissionUnit. id@reliability@MHENHEL LW Z &) NG JP-eCTD4-036
138 AT R F = v o Submission Unit submissionUnit. id@displayable/@MENHER LW 2 &) NG JP-eCTD4-036
139 ANRAF = v Submission Unit submissionUnit. id@validTimeLow/BIE2SHER LW 2 & NG JP-eCTD4-036
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140 AN F =y 7 Submission Unit submissionUnit. id@validTimeHigh/@E S HIR L2V 2 &y NG JP-eCTD4-036
141 AR F = Submission Unit submissionUnit. id@control InformationRoot/BIENRHERL L2V 2 &, NG JP—-eCTD4-036
142 ATIARA[F = v 7 Submission Unit submissionUnit. id@control InformationExtension/@MENHER LW &, NG JP-eCTD4-036
143 AN F =7 Submission Unit submissionUnit. id@ullFlavor/@& S HER LW 2 &) NG JP-eCTD4-036
144 AN F =7 Submission Unit submissionUnit. id@flavor IdJEMEAHEL L 722 &, NG JP-eCTD4-036
145 AR F =7 Submission Unit submissionUnit. id@updateMode /@A HIA L2V & NG JP-eCTD4-036
146 ATIARA[F = v 7 Submission Unit submissionUnit. id@xsi:type/BMENHIE L2V 2 &, NG JP-eCTD4-036
147 AR F = Submission Unit submissionUnit. code. displayNameZEENHIA L 2N Z &, NG JP-eCTD4-036
148 ATIARA[F = v 7 Submission Unit submissionUnit. code. original TextEZR BN HE LW Z &, NG JP-eCTD4-036
149 AR F =7 Submission Unit submissionUnit. code. translationBEENHA L ARWNT &, NG JP-eCTD4-036
150 AR F = > 7 Submission Unit submissionUnit. code. source ERAHHE L2 &, NG JP-eCTD4-036
151 AR F = Submission Unit submissionUnit. code@codeSystemName &N HEL LW 2 & NG JP-eCTD4-036
152 ATIARA[F = v 7 Submission Unit submissionUnit. code@codeSystemVersion/BME2S HERL L7222 &, NG JP-eCTD4-036
153 AR F =T Submission Unit submissionUnit. code@valueSet/BPENSHIA L7722 &, NG JP-eCTD4-036
154 AN F =7 Submission Unit submissionUnit. code@valueSetVersion/@MEAHBL L2 & NG JP-eCTD4-036
155 ATIARA[F = v 7 Submission Unit submissionUnit. code@codingRationale/@MENHEL L 72 V2 &) NG JP-eCTD4-036
156 AN F =7 Submission Unit submissionUnit. code@validTimeLow/@PEASHEL L 722 & NG JP-eCTD4-036
157 AN F =y 7 Submission Unit submissionUnit. code@validTimeHigh/@&ME2AHER L7222 &, NG JP—eCTD4-036
158 ATIARA[F = v 7 Submission Unit submissionUnit. code@control InformationRoot BN HIERL L 720 N2 & NG JP-eCTD4-036
159 ANARA[F =7 Submission Unit submissionUnit. code@control InformationExtensionf@MENHERL L7222 & NG JP-eCTD4-036
160 AR F = Submission Unit submissionUnit. code@nullFlavor/@E23 HEL L 722 &) NG JP-eCTD4-036
161 AR F =7 Submission Unit submissionUnit. code@flavorTd/g&ESHER L7222 &, NG JP-eCTD4-036
162 AR F =7 Submission Unit submissionUnit. code@updateMode B IEDS HEL L 722 &) NG JP-eCTD4-036
163 AN F =y 7 Submission Unit submissionUnit. code@id/BMENNHEL L7222 & NG JP—eCTD4-036
164 ATIARA[F = v 7 Submission Unit submissionUnit. code@xsi:type/EMHENHIA LW & NG JP-eCTD4-036
165 AR F =7 Submission Unit submissionUnit. title. dataZZENHIR L2V &, NG JP-eCTD4-036
166 ANARAF =y 7 Submission Unit submissionUnit. title. xmlZEZE S HIL L2 &, NG JP—eCTD4-036
167 AR F =7 Submission Unit submissionUnit. title. referenceEENHIR L2 2 &, NG JP-eCTD4-036
168 ATIARA[F = v 7 Submission Unit submissionUnit. title. integrityCheckBEZNHEL LW 2 &0 NG JP-eCTD4-036
169 AN F =y 7 Submission Unit submissionUnit. title. thumbnailBEZE N HIL L 722 &, NG JP—eCTD4-036
170 ATIARA[F = v 7 Submission Unit submissionUnit. title. descriptionZE RN HE LW Z &, NG JP-eCTD4-036
171 AR F =7 Submission Unit submissionUnit. title. translationZ&E N HER LW Z &, NG JP-eCTD4-036
172 AR F = Submission Unit submissionUnit. title@mediaType/@PERSHIER L 722 &, NG JP—-eCTD4-036
173 AR F =7 Submission Unit submissionUnit. title@charset/BMENHIE L2\ 2 &, NG JP-eCTD4-036
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174 ATIARA[F = v 7 Submission Unit submissionUnit. title@language /BN HERL L7222 &, NG JP-eCTD4-036
175 AR F = Submission Unit submissionUnit. title@compression/@IENNHEL L7222 &) NG JP-eCTD4-036
176 ANIARR]F =7 Submission Unit submissionUnit. title@nullFlavor/@MEnAHEL LW 2 & NG JP-eCTD4-036
177 AN F =y 7 Submission Unit submissionUnit. title@integrityCheckAlgorithm/BMENHIR L7awW2 &, NG JP-eCTD4-036
178 AN F =y 7 Submission Unit submissionUnit. title@validTimeLow/@&MESHEL L7222 &, NG JP—eCTD4-036
179 ATIARA[F = v 7 Submission Unit submissionUnit. title@validTimeHigh/BMERAHIR LW 2 &, NG JP-eCTD4-036
180 ATIARA[F = v 7 Submission Unit submissionUnit. title@controlInformationRoot @ MEASHEL L7222 &, NG JP-eCTD4-036
181 ANARA[F =7 Submission Unit submissionUnit. title@controlInformationExtension/@fENHE LW 2 &, NG JP-eCTD4-036
182 AR F =7 Submission Unit submissionUnit. title@flavorId@MtEnNHIEL L 2N 2 &, NG JP-eCTD4-036
183 ATIARA[F = v 7 Submission Unit submissionUnit. title@updateMode@BIENHER L7222 &) NG JP-eCTD4-036
184 AR F = Submission Unit submissionUnit. title@xsi:type/@MENHEL LW &) NG JP-eCTD4-036
185 ANARA[F =7 Sequence Number sequenceNumber. expressionZEENHEA L2 Z L NG JP-eCTD4-036
186 AR F =7 Sequence Number sequenceNumber. original TextEENHE LW &, NG JP-eCTD4-036
187 AN ARA[F = 7 Sequence Number sequenceNumber. unsertaintyEESHB L2 &, NG JP-eCTD4-036
188 AR F =T Sequence Number sequenceNumber. uncertainRangeZEZ= N HEL L7722 &) NG JP-eCTD4-036
189 AR F =7 Sequence Number sequenceNumber@validTimeLow BN HE LW Ly NG JP-eCTD4-036
190 ANARA[F =7 Sequence Number sequenceNumber@validTimeHigh/@&ERSHIR L2 N2 &, NG JP-eCTD4-036
191 AR F = Sequence Number sequenceNumber@control InformationRoot)B M HER L2\ 2 &, NG JP-eCTD4-036
192 AR F =7 Sequence Number sequenceNumber@control InformationExtensionBIENHEL LW & NG JP-eCTD4-036
193 ANARA[F =7 Sequence Number sequenceNumber@ullFlavor /@M HE LW 2 & NG JP-eCTD4-036
194 ANARA[F =7 Sequence Number sequenceNumber@flavorId/g N HEL L 722 & NG JP-eCTD4-036
195 ANAREF =y 7 Sequence Number sequenceNumber@uncertaintyType/BIENHIR L7722 &, NG JP-eCTD4-036
196 ANARA[F =7 Sequence Number sequenceNumber@updateMode /BN HE L7\ 2 & NG JP-eCTD4-036
197 ANARA[F =7 Sequence Number sequenceNumber@xsi:typefBIERNHIA L2V 2 &y NG JP-eCTD4-036
198 AN RO F =7 Priority Number for | priorityNumber@controlInformationExtension@ME2SHER LW &y NG JP-eCTD4-036
Context of Use

199 AN RO F =7 Priority Number for | priorityNumber@controlInformationRoot/BIEAHER L2V &, NG JP-eCTD4-036
Context of Use

200 AN RO F =7 Priority Number for | priorityNumber@flavorld/@IENHIR L7222 &, NG JP-eCTD4-036
Context of Use

201 AN RO F =7 Priority Number for | priorityNumber@nullFlavor/@M: 3 HIR L2 &, NG JP-eCTD4-036
Context of Use

202 ANAREF =y 7 Priority Number for | priorityNumber@uncertaintyType/BIENHIR L7722 &, NG JP-eCTD4-036
Context of Use

203 ANAREF =y 7 Priority Number for | priorityNumber@validTimeHigh@ME23HER L7\ 2 &, NG JP-eCTD4-036

Context of Use
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204 ANARAIF = 7 Priority Number for | priorityNumber@validTimeLow@&M DS HEL L 722 &, NG JP-eCTD4-036
Context of Use
205 ANAREF =7 Priority Number for | priorityNumber.expressionZFHEBHBLL RN &, NG JP-eCTD4-036
Context of Use
206 ANAREF =7 Priority Number for | priorityNumber.originalTextZFHENHBELL 722 &, NG JP-eCTD4-036
Context of Use
207 ANAEF =7 Priority Number for | priorityNumber.uncertaintyZEHRNSHBL LN &, NG JP-eCTD4-036
Context of Use
208 ANAREF =7 Priority Number for | priorityNumber.uncertainRangeZFHENHBLL 722 &, NG JP-eCTD4-036
Context of Use
209 AN F =7 Context of Use contextOfUse. id@extensionEMEDMHBL L 722 &, NG JP-eCTD4-036
210 AR F =7 Context of Use contextOfUse. id@identifierName @It HEL L 72N 2 &, NG JP-eCTD4-036
211 ATIARA[F = v 7 Context of Use contextOfUse. id@scope/BIENHIA L 722 &) NG JP-eCTD4-036
212 AR F =T Context of Use contextOfUse. id@reliability @M HIA L 722 &y NG JP-eCTD4-036
213 AR F =7 Context of Use contextOfUse. id@displayable/@MENHIA L2V 2 &y NG JP-eCTD4-036
214 AR F =7 Context of Use contextOfUse. id@validTimeLow/@ 3 HEL L7722 &, NG JP-eCTD4-036
215 AN AR F =7 Context of Use contextOfUse. id@validTimeHigh/@ N HFA LW 2 & NG JP-eCTD4-036
216 AN AR F =7 Context of Use contextOfUse. id@control InformationRoot /@M HEL L 7222 &, NG JP-eCTD4-036
217 ATIARA[F = v 7 Context of Use context0fUse. id@control InformationExtension/@EAHEL L 722 &) NG JP-eCTD4-036
218 AN F =7 Context of Use contextOfUse. id@nul IFlavor/BIEAHBL L2202 &, NG JP-eCTD4-036
219 AN F =7 Context of Use contextOfUse. id@flavor IdJBMEAHEL L2\ 2 &) NG JP-eCTD4-036
220 AR F =7 Context of Use contextOfUse. id@updateMode B MENHEL L7202 & NG JP-eCTD4-036
221 ANARA[F =7 Context of Use contextOfUse. id@xsi:typefEBMEAHIA L2\ 2 &y NG JP-eCTD4-036
222 AR F = Context of Use contextOfUse. code. displayNameZLZE 23 HHEL L 722 &y NG JP-eCTD4-036
223 AR F =7 Context of Use contextOfUse. code. translationEZENRNHIA L2\ 2 L, NG JP-eCTD4-036
224 AN F =7 Context of Use contextOfUse. code. source RPN HBL L7222 &, NG JP-eCTD4-036
225 AR F =T Context of Use contextOfUse. code@codeSystemName @25 HEL L7722 & NG JP-eCTD4-036
226 AR F =7 Context of Use contextOfUse. code@codeSystemVersion @M HIRA L 72N 2 &y NG JP-eCTD4-036
227 AN F =7 Context of Use contextOfUse. code@valueSet/BIEAHBL L7222 &, NG JP-eCTD4-036
228 AN F =7 Context of Use contextOfUse. code@valueSetVersion/@MHEA HIBL L7222 &, NG JP-eCTD4-036
229 AR F =7 Context of Use contextOfUse. code@codingRationale/ @A HIA L2\ Z &y NG JP-eCTD4-036
230 AR F =7 Context of Use contextOfUse. code@validTimeLow/@ It HEL L7722 &, NG JP-eCTD4-036
231 AR F = Context of Use contextOfUse. code@validTimeHigh/@ESHER L7722 & NG JP-eCTD4-036
232 AR F =7 Context of Use contextOfUse. code@control InformationRoot/BIENSHIER L2 W2 & NG JP-eCTD4-036
233 AR F =7 Context of Use contextOfUse. code@control InformationExtension/@EAAHEL L 7202 & NG JP-eCTD4-036
234 AR F = Context of Use contextOfUse. code@nul1Flavor@ R HEL L 722 &, NG JP-eCTD4-036
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235 ANARR][F =7 Context of Use contextOfUse. code@f lavorIdJ@ N HEL L 722 & NG JP-eCTD4-036
236 AR F = Context of Use contextOfUse. code@updateMode/@ A HEL L7222 & NG JP-eCTD4-036
237 ANIARR]F =7 Context of Use contextOfUse. code@idEMHENNHEL LW Z &, NG JP-eCTD4-036
238 ATIARA[F = v 7 Context of Use contextOfUse. code@xsi:type/BMENNHEL L2V 2 &, NG JP-eCTD4-036
239 AR F = Context of Use contextOfUse. code. originalText. dataZl&E N HEA L 722 & NG JP-eCTD4-036
240 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText. descriptionZTEHZENHIR LW 2 &, NG JP-eCTD4-036
241 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText. integrityCheckZBEZNHEL L2V 2 &0 NG JP-eCTD4-036
242 AR F = Context of Use contextOfUse. code. originalText. referenceZEH N HHEL L7222 &) NG JP-eCTD4-036
243 AR F =7 Context of Use contextOfUse. code. originalText. thumbnail EEE N HHE LW Z & NG JP-eCTD4-036
244 AR F =7 Context of Use contextOfUse. code. originalText. transtationZTEHENHIR L2V 2 & NG JP-eCTD4-036
245 ANJIARTF = v 7 Context of Use contextOfUse. code. originalText. xml BN HHEL L7722 &) NG JP-eCTD4-036
246 AR F = Context of Use contextOfUse. code. originalText@charset/BIENSHIA L 22 &, NG JP-eCTD4-036
247 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText@compression/BMENHER LW 2 & NG JP-eCTD4-036
248 ANARA[F =7 Context of Use contextOfUse. code. originalText@controlInformationExtension/& A HEL L NG JP-eCTD4-036

N &,
249 ANARA[F =7 Context of Use contextOfUse. code. original Text@control InformationRoot /@23 HHEL L 722 NG JP-eCTD4-036
i
250 AN F =7 Context of Use contextOfUse. code. originalText@ flavorld@MEAHHEL LR\ &, NG JP-eCTD4-036
251 AN F =y 7 Context of Use contextOfUse. code. originalText@integrityCheckAlgorithm/@ LS HEL L 72\ NG JP-eCTD4-036
N
252 ANAREF =y 7 Context of Use contextOfUse. code. originalText@languange /BN HE L7722 & NG JP-eCTD4-036
253 ANAREF =y 7 Context of Use contextOfUse. code. originalText@mediaType /@M HE L7722 & NG JP-eCTD4-036
254 ANARA[F =7 Context of Use contextOfUse. code. originalText@ul1Flavor/@MEAHEL LW 2 &, NG JP-eCTD4-036
255 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText@updateMode BN HIA L 72N 2 & NG JP-eCTD4-036
256 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText@validTimeHigh/@ N HIA LW & NG JP-eCTD4-036
257 AR F = Context of Use contextOfUse. code. originalText@validTimeLow/@ AN HEL LW 2 & NG JP-eCTD4-036
258 AN F =y 7 Context of Use contextOfUse. code. originalText@xsi:type/BIENHIA L2V &y NG JP-eCTD4-036
259 AR F =7 Context of Use contextOfUse. statusCode@validTimeLow/@ENHE L7222 &, NG JP-eCTD4-036
260 AR F =T Context of Use contextOfUse. statusCode@validTimeHigh/@ N HIEL L 722 & NG JP-eCTD4-036
261 ATIARA[F = v 7 Context of Use contextOfUse. statusCode@control InformationRoot B IEEDSHEL L 722 & NG JP-eCTD4-036
262 AR F =7 Context of Use contextOfUse. statusCode@control InformationExtension/@MENHER L2V 2 NG JP-eCTD4-036
L
263 AR F =7 Context of Use contextOfUse. statusCode@nul 1Flavor/@MENHE L2\ 2 &, NG JP-eCTD4-036
264 AN F =7 Context of Use contextOfUse. statusCode@flavor Id@M HEL L 722 &, NG JP-eCTD4-036
265 ATIARA[F = v 7 Context of Use contextOfUse. statusCode@updateModeJBMENHEL L7722 &0 NG JP-eCTD4-036
266 ATIARA[F = v 7 Context of Use contextOfUse. statusCode@xsi:type/BIENHEL L2V 2 &) NG JP-eCTD4-036
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267 ASRe]F = v 7 Context of Use contextOfUse. subjectOfEZNHEL L2V 2 &) NG JP-eCTD4-036

268 ANARA[F =7 Context of Use contextOfUse. primaryInformationRecipientBEZE N HE L2 &, NG JP-eCTD4-036

269 AT R F = v 7 Related Context of | relatedContextOfUse. id@extension@IENHER LW &, NG JP-eCTD4-036
Use

270 AT R F = v 7 Related Context of | relatedContextOfUse.id@identifilerName/@MErzHELL 2N & NG JP-eCTD4-036
Use

271 AT R F = v 7 Related Context of | relatedContextOfUse. id@scope/@MENSHER LRV T &, NG JP-eCTD4-036
Use

272 AT R F = v Related Context of | relatedContextOfUse.id@reliability/@MESHEL L2V 2 &0 NG JP-eCTD4-036
Use

273 AT R F = v 7 Related Context of | relatedContextOfUse.id@displayable/@MESHEL L7202 &0 NG JP-eCTD4-036
Use

274 AT R F = v o Related Context of | relatedContextOfUse.id@validTimeLow/@MEASHEL L 72\WN2 &, NG JP-eCTD4-036
Use

275 AT R F = v o Related Context of | relatedContextOfUse.id@validTimeHigh/@MEAHIA LW &, NG JP-eCTD4-036
Use

276 ANARA[F =7 Related Context of | relatedContextOfUse.id@controlInformationRoot/@MENHER L Z2uN2 &) NG JP-eCTD4-036
Use

277 AR F = Related Context of | relatedContextOfUse.id@controlInformationExtension/@MEASHERL L 722 &, NG JP-eCTD4-036
Use

278 ANARA[F =7 Related Context of | relatedContextOfUse.id@nullFlavor/@iEa3HE LW Z &, NG JP-eCTD4-036
Use

279 ANARA[F =7 Related Context of | relatedContextOfUse.id@flavorld/@iEnHEL LW\ Z &, NG JP-eCTD4-036
Use

280 AR F = Related Context of | relatedContextOfUse.id@updateMode/@iE23HE L7222 &, NG JP-eCTD4-036
Use

281 AR F = Related Context of | relatedContextOfUse. id@xsi:type/@iEANHEL L7\ &, NG JP-eCTD4-036
Use

282 ANARA[F =7 DocumentReference documentReference. id@extension/@IENAHEL L7 2 & NG JP-eCTD4-036

283 ANRAEF = v DocumentReference documentReference. id@identifilerName/@MEDSHE L7222 &, NG JP-eCTD4-036

284 AT F = v 7 DocumentReference documentReference. id@scope/BMENAHEL L7V & NG JP-eCTD4-036

285 ASI R F = v 7 DocumentReference documentReference. id@reliability/@IEAHI L2 &, NG JP-eCTD4-036

286 ASRe]F = v o DocumentReference documentReference. id@displayable/@ N HEL L7222 &0 NG JP-eCTD4-036

287 ANRA]F = v DocumentReference documentReference. id@validTimeLow/@EDSHEL LW 2 & NG JP-eCTD4-036

288 AT F = v 7 DocumentReference documentReference. id@validTimeHigh/@EASHIER L2 & NG JP-eCTD4-036

289 ANRAF = v DocumentReference documentReference. id@control InformationRoot&MEANHEL L 722 &) NG JP-eCTD4-036

290 ANRAF = v DocumentReference documentReference. id@control InformationExtension/@IEENHERL LW 2 &, NG JP-eCTD4-036

291 ANARA[F =7 DocumentReference documentReference. id@nullFlavor/@ S HER L2 W2 & NG JP-eCTD4-036
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292 ANARR][F =7 DocumentReference documentReference. id@flavorId@ME23 HER L2\ 2 &y NG JP-eCTD4-036
293 AR F = DocumentReference documentReference. id@updateMode /@ PENSHER L 722 & NG JP—-eCTD4-036
294 ATIARA[F = v 7 DocumentReference documentReference. id@xsi:type/BMENHIL LW & NG JP-eCTD4-036
295 ANIARR]F =7 Keyword keyword. code. displayNameZEZE S HEL U722 &, NG JP-eCTD4-036
296 AN F =7 Keyword keyword. code. original Text ZEFR A HBL L2 2 &, NG JP-eCTD4-036
297 AR F =7 Keyword keyword. code. translationZEZE N HER LW 2 &) NG JP-eCTD4-036
298 AN F =y 7 Keyword keyword. code. sourceZERE BN HEL LR Z &, NG JP-eCTD4-036
299 ANARA[F =7 Keyword keyword. code@codeSystemName /B PEASHERL L7722 & NG JP-eCTD4-036
300 AN RO F =7 Keyword keyword. code@codeSystemVersion@B A HIR LW 2 &y NG JP-eCTD4-036
301 ANAREF =y 7 Keyword keyword. code@valueSetBIENHERL L2V 2 &y NG JP-eCTD4-036
302 AR F = Keyword keyword. code@valueSetVersion@MtEnAHEL LW 2 &y NG JP-eCTD4-036
303 ANARA[F =7 Keyword keyword. code@codingRationalef@tEnAHIEL LN 2 &) NG JP-eCTD4-036
304 ANAREF =y 7 Keyword keyword. code@validTimeLow@IEDS HHEL LW Z &) NG JP-eCTD4-036
305 ANARA[F =7 Keyword keyword. code@validTimeHigh/@M:2AHEA L 722 &y NG JP-eCTD4-036
306 AR F =T Keyword keyword. code@control InformationRoot/BMENHER L 722 & NG JP-eCTD4-036
307 AR F =7 Keyword keyword. code@control InformationExtension@IEMNHEL LW &, NG JP-eCTD4-036
308 AN F =y 7 Keyword keyword. code@nullFlavor @M HHEL L pWNZ2 &) NG JP-eCTD4-036
309 AR F = Keyword keyword. code@flavorId/@ A HE L7gwnW2 & NG JP-eCTD4-036
310 ANAREF =y 7 Keyword keyword. code@updateMode /@23 HHERL L7222 & NG JP-eCTD4-036
311 AN F =y 7 Keyword keyword. code@idfE M3 B L7auvnZ &, NG JP-eCTD4-036
312 ANARA[F =7 Keyword keyword. code@xsi:type/EMENHIA LW &, NG JP-eCTD4-036
313 AR F =7 Application application. id. item@identifierName/E@MENHI L2V 2 & NG JP-eCTD4-036
314 AN F =y 7 Application application. id. item@scope/EBMENHBL L2V &, NG JP—eCTD4-036
315 AN F =y 7 Application application. id. item@reliability/@ME2AHEL L7222 &, NG JP—eCTD4-036
316 AR F =7 Application application. id. item@displayable/@M:23HEL L7222 &, NG JP-eCTD4-036
317 AR F =7 Application application. id@validTimeLow/@& M2 HEL L7722 & NG JP-eCTD4-036
318 ANARAF =y 7 Application application. id@validTimeHigh/@PEAHIA LW &, NG JP—eCTD4-036
319 AN RO F =7 Application application. id@controlInformationRoot/BIEASHER LN &) NG JP-eCTD4-036
320 AN RO F =7 Application application. id@controlInformationExtension@MHE2S HEL L7222 & NG JP-eCTD4-036
321 AN F =7 Application application. id@nullFlavor/BMEAMHHBL L7222 &, NG JP-eCTD4-036
322 AN RO F =7 Application application. id@flavorId/EMAHE L7222 &, NG JP-eCTD4-036
323 AN RO F =7 Application application. id@updateMode BN HER LRV 2 &) NG JP-eCTD4-036
324 AN F =7 Application application. code. displayNameZEF M HHBL L7222 &, NG JP-eCTD4-036
325 AN RO F =7 Application application. code. original Tex tBEZNHIL LW &) NG JP-eCTD4-036
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326 AN RO F =7 Application application. code. translationZEZE RN HEL L2 W2 &, NG JP-eCTD4-036
327 ADNAHF =7 Application application. code. source RN HIL L7222 &, NG JP-eCTD4-036
328 AN RO F =7 Application application. code@codeSystemNameBIEDSHIL L 722 &) NG JP-eCTD4-036
329 AN RO F =7 Application application. code@codeSystemVersion/EMENHE L2V Z & NG JP-eCTD4-036
330 AN F =7 Application application. code@valueSet/BMEMHIBI L 722 &, NG JP-eCTD4-036
331 AN RO F =7 Application application. code@valueSetVersion/BIENHIR L2V 2 & NG JP-eCTD4-036
332 AN RO F =7 Application application. code@codingRationale/ @A HIA LW 2 &y NG JP-eCTD4-036
333 ANARA[F =7 Application application. code@validTimeLow/B&PEDSHIR L7722 & NG JP-eCTD4-036
334 ANAREF =y 7 Application application. code@validTimeHigh/@ N HE LW & NG JP-eCTD4-036
335 AN RO F =7 Application application. code@control InformationRoot)BIEMNHEL L 72WZ &, NG JP-eCTD4-036
336 ANARA[F =7 Application application. code@control InformationExtension/@ A HEL L7222 & NG JP-eCTD4-036
337 AN F =7 Application application. code@nullFlavor /B HBIL 722 &, NG JP-eCTD4-036
338 AN RO F =7 Application application. code@flavorIdfB RN HEA LW Z &) NG JP-eCTD4-036
339 AN F =7 Application application. code@updateMode /BN HBL L 722 &, NG JP-eCTD4-036
340 AN F =7 Application application. code@idj@PENNHHBL L7212 &, NG JP-eCTD4-036
341 ANAREF =y 7 Application application. code@xsi:type/BIENHEL LW 2 &) NG JP-eCTD4-036
342 AR F = Application application. informationRecipientZENHEA L2 & NG JP-eCTD4-036
343 AN F =7 Application application. subject RS HBLL 22 &, NG JP-eCTD4-036
344 ATIARA[F = v 7 Document document. referencedBy. keywordZEZ N HIL LW 2 &0 NG JP-eCTD4-036
345 AR F = Document document. id@extensionfBIENSHEL L2 W2 &) NG JP-eCTD4-036
346 AR F = Document document. id@identifierName/@MEDNHEL L7722 & NG JP-eCTD4-036
347 ANAREF =y 7 Document document. id@scope/BMENHIR L2 &y NG JP-eCTD4-036
348 AN F =y 7 Document document. id@reliability/@ME2NHELL 2N 2 &, NG JP-eCTD4-036
349 AR F = Document document. id@displayable/@IEHEL L 722 &) NG JP-eCTD4-036
350 AR F =7 Document document. id@validTimeLow@ RN HER LW 2 & NG JP-eCTD4-036
351 ATIARA[F = v 7 Document document. id@validTimeHigh/BMEN HEL LAV 2 &, NG JP-eCTD4-036
352 AR F =T Document document. id@control InformationRoot@BHEDSHIERL L7guN2 &, NG JP-eCTD4-036
353 AR F =7 Document document. id@control InformationExtension@IESHIER LW Z L, NG JP-eCTD4-036
354 AR F =7 Document document. id@nul1Flavor/@ENHER LW &, NG JP-eCTD4-036
355 AN F =y 7 Document document. id@flavorId/EMENHBL L7222 &, NG JP-eCTD4-036
356 AR F =7 Document document. id@updateMode/BIENNHEL L 72N 2 &) NG JP-eCTD4-036
357 AR F =7 Document document. title. translationZEZE RN HER L2V &, NG JP-eCTD4-036
358 AR F = Document document. title@validTimeLow/@IEDSHER L2\ 2 &, NG JP-eCTD4-036
359 ATIARA[F = v 7 Document document. title@validTimeHigh/@&MEAAHEL L 2WZ &, NG JP-eCTD4-036
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360 ANARR][F =7 Document document. title@controlInformaitonRoot/BHEAHIL LW Z & NG JP-eCTD4-036
361 AR F = Document document. title@controlInformaitonExtension/@MEAHERL L2 2 &, NG JP-eCTD4-036
362 ANIARR]F =7 Document document. title@nullFlavor/@ENHIR LW T &, NG JP-eCTD4-036
363 ANIARR]F =7 Document document. title@flavorId@MENHER LW Z & NG JP-eCTD4-036
364 AR F = Document document. title@language/@IENHEL L 72N 2 & NG JP-eCTD4-036
365 AR F =7 Document document. text. xmlBEZENHIR LW &, NG JP-eCTD4-036
366 ANIARR]F =7 Document document. text. dataBZE N HIR L7222 & NG JP-eCTD4-036
367 AR F = Document document. text. translationZHZE N HIER L2 W2 &, NG JP-eCTD4-036
368 AR F =7 Document document. text@compression/BMEN HEL LW &, NG JP-eCTD4-036
369 AR F =7 Document document. text@validTimeLow @A HEL LR2WZ & NG JP-eCTD4-036
370 AN F =y 7 Document document. text@validTimeHigh/@ M2 HHER L7222 &y NG JP-eCTD4-036
371 AR F = Document document. text@control InformationRoot/BIEAHIER L AAWNZ L, NG JP-eCTD4-036
372 AR F =7 Document document. text@control InformationExtension/@MEASHEL LRV &, NG JP-eCTD4-036
373 AR F =T Document document. text@ullFlavor/@MEnHE L2 2 &y NG JP-eCTD4-036
374 AN F =y 7 Document document. text@f lavor IdJ@ M8 B L7722 & NG JP-eCTD4-036
375 AN RO F =7 Document document. text@value BIENHIR L 2WZ & NG JP-eCTD4-036
376 AR F = Document document. text@xsi:type/@MENHE LW & NG JP-eCTD4-036
377 AR F = Keyword Definition | keywordDefinition. code.displayNameZEZ23HEL L7202 &) NG JP-eCTD4-036
378 ATIARA[F = v 7 Keyword Definition keywordDefinition. code. originalTextBHENHIA L2\ 2 &, NG JP-eCTD4-036
379 AN F =y 7 Keyword Definition keywordDefinition. code. translationZEFHE N HIL L7 2 &, NG JP—eCTD4-036
380 AN F =7 Keyword Definition | keywordDefinition.code. sourceZEFAHIL LA 2 &, NG JP-eCTD4-036
381 ANAREF =y 7 Keyword Definition | keywordDefinition. code@codeSystemName/@ 23 HEL L7222 &, NG JP-eCTD4-036
382 ANARA[F =7 Keyword Definition keywordDefinition. code@codeSystemVersionfE@MEAAHIA L7722 &y NG JP-eCTD4-036
383 AR F = Keyword Definition keywordDefinition. code@valueSet/BPENSHIR L7722 &, NG JP-eCTD4-036
384 AR F =7 Keyword Definition | keywordDefinition. code@valueSetVersion/BfEAHEL LW &, NG JP-eCTD4-036
385 AN F =y 7 Keyword Definition | keywordDefinition.code@codingRationale/@PEASHEL LRV &, NG JP-eCTD4-036
386 ANARAF =y 7 Keyword Definition keywordDefinition. code@validTimeLow/@ M2 HHEL L7722 &, NG JP—eCTD4-036
387 ANAREF =y 7 Keyword Definition | keywordDefinition.code@validTimeHigh/&ESHER L2V 2 & NG JP-eCTD4-036
388 AR F =7 Keyword Definition | keywordDefinition.code@controlInformationRoot/BMEASHIEL L 722 &, NG JP-eCTD4-036
389 ANTIARRF =7 Keyword Definition | keywordDefinition. code@controlInformationExtension@MEASHEL LW &, NG JP-eCTD4-036
390 AR F =7 Keyword Definition | keywordDefinition.code@nullFlavor/@M2sHHEL L7222 &, NG JP-eCTD4-036
391 AR F = Keyword Definition keywordDefinition. code@flavorId@IEHIL L2 2 &) NG JP-eCTD4-036
392 ANARA[F =7 Keyword Definition keywordDefinition. code@updateMode/@PESHERL L 722 & NG JP-eCTD4-036
393 AR F = Keyword Definition keywordDefinition. code@id/BIENHEL L7222 &0 NG JP-eCTD4-036
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394 AN F =y 7 Keyword Definition | keywordDefinition. code@xsi:typefEBENHIER LRV &, NG TP—eCTD4-036

395 ANARA[F =7 Keyword Definition keywordDefinition. statusCode@validTimeLow/@PEDNHER L7722 &y NG JP-eCTD4-036

396 AJIARTF = v T Keyword Definition | keywordDefinition. statusCode@validTimeHigh/@&M:23HEL L7222 &, NG JP-eCTD4-036

397 AN RAE]F = v Keyword Definition keywordDefinition. statusCode@control InformationRoot/BMENNHIR L7722 NG JP-eCTD4-036
B

398 ANRAE]F = v Keyword Definition keywordDefinition. statusCode@controlInformationExtension/& M HER L 72 NG JP-eCTD4-036
WZ &,

399 ANARA[F =7 Keyword Definition keywordDefinition. statusCode@nullFlavor/@PESHER L7722 &, NG JP-eCTD4-036

400 ANARA[F =7 Keyword Definition keywordDefinition. statusCode@flavorIdj@ N HIA L 722 & NG JP-eCTD4-036

401 AJIARAF = w7 Keyword Definition | keywordDefinition. statusCode@updateMode/EBIEDSHIR LRV Z &, NG JP-eCTD4-036

402 AR\ F = w7 Keyword Definition | keywordDefinition.statusCode@xsi:type/@ME2SHE L2V &, NG JP-eCTD4-036

403 AR F = Keyword Definition | keywordDefinition. value. item. displayName@validTimeLow/@ %23 HELL 722 NG JP-eCTD4-036
Lo

404 ANARA[F =7 Keyword Definition | keywordDefinition. value. item. displayName@validTimeHigh@EDsHEL L 722\ NG JP-eCTD4-036
L,

405 ATTARAF =7 Keyword Definition | keywordDefinition. value. item. displayName@controlInformationRoot/E{%)sH NG JP-eCTD4-036
WLRWZ L,

406 AT RA]F =7 Keyword Definition keywordDefinition. value. item. displayName@control InformationExtension/& NG JP—eCTD4-036
PERHBL LN &y,

407 AR F =7 Keyword Definition | keywordDefinition.value.item. displayName@nullFlavor/&MEAHIEA LW NG JP-eCTD4-036
L,

408 AR\ F = w7 Keyword Definition | keywordDefinition. value.item. displayName@flavorId/@M:23HELL 72\ 2 &, NG JP-eCTD4-036

409 AR F =7 Keyword Definition | keywordDefinition. value.item. displayName@language/@M:23HIELL 722 &, NG JP-eCTD4-036

410 ANARA[F =7 Submission submission. subjectl. regulatoryStatusBEZzE N HIR LW &, NG JP-eCTD4-036

411 AR F =7 Review review. effectiveTimeZEENHEL LW &, NG JP-eCTD4-036

412 ATIARA[F = v 7 ManufacturedProduct | manufacturedProduct. codeZEZNHIER LW &, NG JP-eCTD4-036

413 HWEEASIT =7 Message Header PORP_IN000001UV@xmlns/@ M DMl I, Turn:hl7-org:v3] THHZ &, NG JP-eCTD4-038

414 HEMBAF = v Message Header PORP_INO00001UV@xsi : schemalLocation@it:DfE L. Turn:hl7-org:v3 PORP_INOO NG JP-eCTD4-038
0001UV.xsd] THAZ &,

415 HEMANF = 7 Message Header PORP_INO00001UV. receiver. device@classCode@ D fElE. [DEV] THD Z &, NG JP-eCTD4-043

416 HEMANF = 7 Message Header PORP_INO00001UV. receiver. device@determinerCode @D fE (%, [INSTANCE] T NG JP-eCTD4-045
HDHZ L,

417 HEMANF = 7 Message Header PORP_INO00001UV. sender. device@classCode@BIEDfEIX. DEV) THDHZ &, NG JP-eCTD4-055

418 HEMANT =7 Message Header PORP_INO00001UV. sender. device@determinerCode@MEMDfEI%, [INSTANCE] T NG JP-eCTD4-057
5HZ &,

419 MEMBANF =7 ControlActProcess controlActProcess@classCodeEIEDfEIX. TACTN] THDHZ &, NG JP-eCTD4-061

420 HEMBATIF = v ControlActProcess controlActProcess@moodCode /@ DfE L. TEVWN| THHZ &, NG JP-eCTD4-063
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421 HEMBATTF = v ControlActProcess controlActProcess. subject@typeCodeBIEDEIL. [SUBJl THH I &, NG JP-eCTD4-066
422 | BUEMBANTF = » 7 (AIfE | Priority Number for | priorityNumber@updateNode BIEDIEIL, R ToH % = &, NG JP—eCTD4-087

FEHD) Context of Use
423 HEMANT =7 Context of Use eCTDFERIb) 123 T,  contextOfUse. code@code @A 23 k3 CTD i H L 23CTDES NG JP—-eCTD4-098
SERSIEIZE L TWAH T &,
424 - - (R - -
425 HEMBATF = v Context of Use contextOfUse. statusCode@code)@MEDMEIX, Tactive] F7=iE [suspended] D NG JP-eCTD4-106
WTINThHDHZ L,
426 HEMANTF =7 Context of Use contextOfUse. referencedBy@typeCodeJ@MEDFEIL, [REFR] THDH Z &, NG JP-eCTD4-132
427 BHEMBASTIF v Sequence Number sequenceNumber@value B MEAEIL, 56 R 7 + VX4 ORHEG RS & —EHT 5 NG JP-eCTD4-158
Z &,
428 HEBANT = > 7 Sequence Number WIRAEHIC 3BT, eCTDFERNa) D sequenceNumber@value/BYEEIL 1) THDH 2 NG JP-eCTD4-159
&o JP—eCTD4-357
429 HEMANF =7 Sequence Number PRI IZ BT, eCTDFERID) DsequenceNumber@value BHEfEIL 1] THDHZ NG JP-eCTD4-160
o JP—eCTD4-358
430 BEMBMAD T = v 7 Sequence Number PIFEHIZ 3T eCTDAER ) DsequenceNumber@value BIEAEIE 2] ThH 2 Z NG JP-eCTD4-161
o JP-eCTD4-359
431 HEMANTF =7 Submission submission. id. item@extension/BYEDMEIL, HEZHFEDeCTDZME S THDH Z NG JP-eCTD4~-174
B
432 HEBANTF =7 Review review. statusCode@code/BM:DEIL. lactivel F7-1E [suspended] DVNTIL NG JP-eCTD4-192
NTHDHI L,
433 HEMBANTF =7 Ingredient ingredient@classCodeBMEDfEIL. [INGR] THAHZ &, NG JP-eCTD4-211
434 HEMBASIF =7 (FiHE | Document document. title@updateMode/EM:DfEIL, TR] THHZ &, NG JP-eCTD4-286
FEHD)
435 HEBANT = > 7 Document text@integrityCheckAlgorithm/@MEDfE X, TSHA256) THDHZ &, NG JP-eCTD4-293
436 HEBANTF = Document text@charset/BYEDMEIL, JP CV [JP Japanese Character Code] =1— KU & NG JP—eCTD4-295
rrooa—RNMETHDHZ &,
437 HEMBANT = > 7 Document eCTDFEHIL) IZHF W T, reference@value@MEAEN R HATAY, HiEEF7 — 4 & NG JP-eCTD4-300
BT XZ=Er ("mb/datasets” 7 A NVEEBTDO T 7 A V/NR) THHZ &,
438 - - (k7)) - -
439 HEMANT =7 Keyword Definition | keywordDefinition. code@code/&PEDfEIL, lactive] THD Z &, NG JP-eCTD4-321
440 HUEMA N F =~ 7 (Fife | Keyword Definition | displayName@updateMode@MEDfEIL, R) THDH Z &, NG JP-eCTD4-338
FEHD)
441 HEBBANTF =7 Category Event AR HIZIBUNT, componen0f2. categoryEvent. code@code B MEAR L THIMRTEH NG JP-eCTD4-346
Zoeda— R (jp_initial) THDHZ &,
442 - - (k%) - =
443 - - (k7)) - -
444 - - (R - -
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445 HEMEANRAF = v 7 Submission submission. code@codeEM:AE 2 [jp_other] T7ZRWZ &, Warning JP-eCTD4-178
446 HEMANARF =~ | Submission Unit submissionUnit. code@code/BIMAEAY [jp_other] TRWZ &, Warning JP-eCTD4-075
447 - - (RZ) - -
448 HEMBASIARAF =7 Context of Use contextOfUse. code@code & MEAEAY [jp_other| TZRWZ &, Warning JP-eCTD4-097
449 HEMBANARF =~ 2 | Keyword keyword. code@codeBMEAEAY T jp_other] TRV &, Warning JP-eCTD4-135
450 HEMEANRAF = 7 Ingredient ingredient. ingredientSubstance. name. part@code/BMAE2Y [ jp_other] T7Z2W Warning JP-eCTD4-221
b,
451 HEMEANRAF = 7 ProductCategory productCategory. code@code@MAENY T jp_other] T/RWI &, Warning JP-eCTD4-239
452 HEMANRAF = 7 Application application. code@codeBMEAELY [ jp_other] TrZaW\ZZ &, Warning JP-eCTD4-255
453 HEEATIAR[T = 7 Application Referen | applicationReference. id@root B4 AE D3R eCTD A& =03, Hi%eCTDDeCTDEZ NG JP-eCTD4-266
ce NE SRS L VA N
454 HEEATIAR[T = v 7 Application Referen | applicationReference. reasonCode. item. code@code/@MAE D [ jp_other] TZ2UY Warning JP-eCTD4-272
ce &,
455 BUEMAIARF = v 7 | Document eCTDAERIC) IZHB T, reference@value/BIEMEAVR T HETA, HEFETT —F & NG JP-eCTD4-301
AT X ("mb/datasets” 7 +IVEB T DT 7 A LIS R) Tz &,
456 HEBEBAN AR F = 7 Document document. text@charset/BMAE DS [jp_other] TARWIZ &, Warning JP-eCTD4-295
457 HEMEANRAF = 7 Category Event componentOf2. categoryEvent. code@code/BMAEAY [jp_other] TRWZ &, Warning JP-eCTD4-345
458 HEMBAN AT = 7 Category Event FRRELZ O BT, componen0f2. categoryEvent. code@code Bl 2 ] NG JP-eCTD4-347
fi$E] 32— (jp_initial) TRWI &,
459 HEMBAN AR T = 7 Category Event component. categoryEvent. code@codeB ALY [jp_other| TRWI &, Warning JP-eCTD4-356
460 ZEET v/ Submission submission. idZEZEITKT LT, itemZEZ N EHEIHIA LW &, NG JP-eCTD4-167
461 ZHEET v 7 (HiHESEM | ManufacturedProduct | FKreview#E|Z%f LT, statusCode@codeBMAE Tactive] DIFA . review. su NG JP-eCTD4-199
H0) bjectl. manufacturedProductE 3 3 EELE HEL L2\ 2 &,
462 SEEF = v 7 (AR | ManufacturedProduct | #manufacturedProduct. name %5225 L C, manufacturedProduct. name. part NG JP-eCTD4-204
HY) FEREBEIHBL L 22 &
463 ZHEET v 7 (HiHESEM | Ingredient #ingredientSubstance. nameZE3& 2% L C. ingredientSubstance. name. part%s NG JP-eCTD4-215
HY) ROBEEEIHBLL 202 &
464 ZEMETF = v 7 (Fi$E5M | Applicant KreviewBEFE|T%F LT, statusCode@code/BMEAEDY Tactive] DS . review. ho NG JP-eCTD4-225
Ho) lder. applicant ZEFZE NS EEEIHBL LW 2 &,
465 ZEEF v 7 (BIRSM: | Applicant #-applicant. sponsorOrganization. name3E3E|Z% L C, applicant. sponsorOrga NG JP-eCTD4-230
»HY) nization. name. partEHE N EEEIHIL LW &,
466 ZEETF vV Application application. idEFHRIZH LT, itemERNEHEIHB LN &, NG JP-eCTD4-247
467 ZEEF v Keyword Definition #-keywordDefinition. valueBFEIZx} LT, keywordDefinition. value. itemZL NG JP-eCTD4-324
DEELEIHHEL L7\ 2 &y
468 HHBEET = v 7 Message Header 12O2OXRA T — R« XAvbB—IBIS Areceiver. device. id. itemZE 35 O H B[R4 NG JP-eCTD4-047
3. 2EITHDHZ L,
469 HBREETF = v 7 Submission Unit 1oD_A m— K+ X vEv—81T SHsubnissionUni t EFE D HE L, 1HTH NG JP-eCTD4-068

5T &,
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470 HELESTF = v 7 Sequence Number 12ODOR_A 11— K« A vE—U8BIF HsequenceNumber 223 O HEL %L, 1B TH NG JP—eCTD4-153
HZ &,

471 HBEETF = v 7 Submission 12oO_fa—FK+« XA vv—8lF HsubnissionEFZEOHELEEIL, 1FITHSD Z NG JP-eCTD4~-164
L

472 HEEE T = v 7 Application 12D~ m—R - Avt—T81F HapplicationEFR O MBLEEIL, 1EITHD NG JP-eCTD4-244
N

473 HERERT = v 7 Category Event 1oDR_A 11— K+« A v¥—81) %submissionUnit. componentOf2. categoryEv NG JP-eCTD4-342
entEZOHBEIHIT, 1BITHD Z &,

474 HELEE T = > 7 Category Event RREOZ A, 12O f 1 — K« XA v¥—81F DcategoryEvent. componen NG JP-eCTD4-352
t. categoryEventEE O HHRIEX, 1FITHD Z &,

475 o — REFHF = v 7 Submission Unit submissionUnit. code@code B PEDfE L. submissionUnit. code@codeSystem/& M NG JP-eCTD4-075
B0 RTaI— RV XA Wb Da—NMETHLZ &,

476 o — REFHF = v 7 Context of Use contextOfUse. code@codeB M DfE X, contextOfUse. code@codeSystem/&MAH DO NG JP—eCTD4-097
DR Ta— R RO —RNMETHDHZ &,

477 a— NMEFHF = v 7 Keyword keyword. code@code B PEDEIL, contextOfUse. code@codeSystem/@EfE DS/~ NG JP—eCTD4-135
a2— KUY A2k (Keyword DefinitionlZ KW EFINim=a—FU R My ET) b
Da—RFETHDHZ &,

478 a— NMEFFHT = v 7 Submission submission. code@code B DfEIL. submission. code@codeSystem/&HAE DOIDAY NG JP-eCTD4-178
RTaA—KRU R MM H0a—RKETHDZ &,

479 o — REFHF = v 7 Ingredient ingredientSubstance. name. part@codeE& M DfE L. part@codeSystem/EH:AE DOI NG JP-eCTD4-221
DNRTa—RURRIMDRLOa—RETHDLZ &,

480 a— NMEFHF = v 7 ProductCategory productCategory. code@code @ PEMDMEIL. productCategory. code@codeSystem/& NG JP-eCTD4~-239
MAEDOIDA/RT a— KU A RbDa— NETHLZ &,

481 a— NMEFET = v 7 Application application. code@code @I EDfEIL. application. code@codeSystem/@ A DOID NG JP—eCTD4-255
WARTa—RIR LD a—RNETHDLZ L,

482 a— NMEFFHT = v 7 Application Referen | reasonCode. item@code/@f:DfE X, reasonCode. item@codeSystem/EHfE DOIDH NG JP-eCTD4-272

ce KT a— R AN a—RKETHDZ &,

483 o — REFHF = v 7 Keyword Definition | keywordDefinition. code@code/@M:DfEIL. keywordDefinition. code@codeSyste NG JP-eCTD4-316
nEMHEEOOIDNRTa— RV A Mo a—RNMETHDHZ &,

484 a— NME&HF = v 7 Category Event componentOf2. categoryEvent. code@code /B M D1, componentOf2. categoryEv NG JP-eCTD4-345
ent. code@codeSystem/FMHEEDOIDA/RT 2 — KU X MM H0a— RETH D Z
L

485 o — REFHF = v 7 Category Event component. categoryEvent. code@code @M DfE L. component. categoryEvent. co NG JP-eCTD4-356
de@codeSystemEMHAEDOIDN /v 2 — RUY XA kb0 a— RETHD Z &,

636 Submission=— K% %M | Submission submission. code@code BMEBEIZIEE L7z a— R, Hi%eCTDDIEAIREH, & NG Wy - w7 [IPMDATE H R 24T B eC JP-eCTD4-180

Fxv HoR E—&LTnbZ &, DN F— 3V TORFEM S, A
Y — /L CIE S S AL 7e 0,
486 applicationReference | Application Referen | 1-2®applicationReferenceZEHEIZIB T, LT D4 reasonCode. item@code & M NG JP-eCTD4-275

a— REHET v

ce

DIENRFEI > TNBZ &,
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Frv _ — LT oF =y
- A Q z » g 5 —X4
e 1D F=xv277 HRER Fxv I NE 7—K4r | 1EE 7 HB—% 1D
487 CoUHIBREZYMF = v 7 | Context of Use PLFWF i Y4 HContext of UselZX) L T, statusCode@code @ HfEH A Ts NG JP—-eCTD4-109
(JF]—SubmissionUnit) uspended] & L TCHEHLZ2WT &
- [Al—Submission UnitWN CTHHEH I T D
- [A]—Submission UnitPN CPriority Number ® EH%1T-> T\ 5
- [A]—Submission UnitPN CEH#L (replace) I TW5H
- [A]—Submission UnitWNTHIFE (delete) XT3
488 studyId_studyTitle® X | Keyword Definition keywordDefinition. code@code/BM:AEAY study id_study title] Z/RITa— K NG JP—-eCTD4-336
L — 2 FEF vy (ich_keyword_type_8) Tdh DA . displayName@value/BIEMEIZI 1T B FABRID
ERBAA MV AT X —R2aT L RAREE (§) TEEIR TS 2 L,
489 keywordEEF = v 7 Keyword 1 >®Context of UselZX L C. [A UFEEDKeyword ¥NEE S5 SN TR\ 2 NG JP-eCTD4-141
ks
490 codeSystem/BPEZ M EZY | Keyword keyword. code@codeSystemB:DEIZ. CVOERhANN—a v Da— R X & NG JP-eCTD4-137
T =7 B9 50ID, b L < iIAApplication TESR I 7-Keyword DefinitionZ ikl
THETHDZ L,
491 5 AR B keywordF = » 7 | Keyword HEEEFT —HX 77 A NV EZ 53 SContetxt of Use®DIEE . Context of Use NG JP-eCTD4-140
(BT — %) o— RPRTCTDRM LIZ LT BLFWFIC H %24 L 72V Keyword 23 5 & 4
TWRWNWZ b,
- ICH CV® TICH Context of Use] XIXJP CV® [JP Context of Use| 2o
TH 588 53 Tu HKeyword
- 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— RS, RICIDRH Lizxt LT, ICH CV® [ICH Context of U NG JP-eCTD4-138
se| XIXJP CV®D TJP Context of Use| IZ & o TMEE ZFL TV HKeyword
EInTWnWsZ L,
CRX{EL., HiEETT—¥ 774 /VESMT HContext of Use®FA, ICH Do
cument Type KeywordiZff5 L72< TH L)
493 WV ZBkeywordF = v 7 (Ff | Keyword eCTDFERIb) 12 K » THEfL & HContext of UselZ, JP Study Data Category Ke NG JP-eCTD4-145
Hib) yword M 5- I TWAZ &,
494 Vi ZBkeywordF = v 7 (H | Keyword HEEE T — 2 774/ (="m5/datasets” 7 4+ VA TFTOETOT7 7 A)V) % NG JP-eCTD4-143
HEEST—H) ZM9 5 Context of UselZ. JP Study Data Category Keywordf TXJP Analysis
Type KeywordZM M5 S Tn5 Z &,
495 Study Group Orderft5-3% | Keyword ICH Study Group Order KeywordZid5- XL TuvAContext of UselZxf L T, st NG JP-eCTD4-142
WMEF v udy id_study title Keyword23Mf5 I TWAZ &,
496 WZBkeywordF =~ 7 (H | Keyword SDIMT — %%~ h®D 7 7 A )L (="tabulation/sdtm” X" tabulation/sdtm_j"fic NG JP-eCTD4-148
7)) TOETDOT 7 AI)V) 59 BContext of UselZ., JP Terminology(Tabulati
on) KeywordW 53T bZ &,
497 WZBkeywordF = v 7 (H | Keyword ADaM5 — % ¥ v~ D7 7 A )L (="analysis/adam” X% analysis/adam_j B F D NG JP-eCTD4-149

HETT—4)

ETDT7 7A4I)V) BT AHContext of UselZ. JP Terminology(Analysis) Ke
yword2Mf G- ENTWBH Z &,
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Frv _ - T DF =
RS A S z > s 5 —X4
e 1D F=xv277 HRER Fxv I NE 7—K4r | 1EE 7 HB—% 1D
498 5 AR TkeywordF = v 7 | Keyword Context of Use=— R23;"4CTDRMH Lizxt L C, ICH CV® T[ICH Context of U NG JP-eCTD4-139
se] XIXJP CV®D [JP Context of Usel 12X o THENED LTV Keywo
rdfF G- STV RN &y
CKIEL., HiEE T —¥ 7 7 A )V ESMT HContext of UseldkfZ4h L3 5)
499 5 AR B keywordF = » 7 | Keyword eCTDFER ) 1Z L » THEfL X 3L D Context of UselZ. JP Study Data Category Ke NG JP-eCTD4-146
(&5l c) ywordZMF - STV &y
500 Hi5E 77 — % Bidkeywo | Keyword HEEE T — % 7 7 AV EBH L T 72 Context of UselZ., LLFDKeywords NG JP-eCTD4-144
rdff 524 MHTF = v 7 ffTHEINTWRWNWZ &)
- JP Study Data Category Keyword
- JP Analysis Type Keyword
- JP Terminology(Tabulation) Keyword
- JP Terminology (Analysis) Keyword
501 OIDZHHMET = v 7 Message Header receiver. device. id. item@root/BIEDfEIL. ICH IGE7-ILJP IGOHF LN/ N— NG JP-eCTD4-049
Ta v EBRBITH0IDTHDL &,
502 OIDZHHEMET = v 7 Submission Unit submissionUnit. code@codeSystem/E{%EDfEIL, JP CV® [JP Submission Unit C NG JP-eCTD4-077
ode] Z— KU R NDENRNN—T a 2B T50IDTHDH Z L,
503 OIDEHYMETF = v 7 Context of Use contextOfUse. code@codeSystem/FMEDfE (X, ICH CV® [ICH Context of Use] NG JP-eCTD4-100
o — R U X M XEJP CVo [JP Context of Use] = — KU X hOF R AA—V 5
»EAITH0IDTHDH L,
504 OIDZUMHF = v 7 Submission submission. code@codeSystem@E M DE L, JP CV® [JP Submission] =— KU & NG JP-eCTD4-182
NOBER2N— a3 EHBIT H0IDTH D Z L,
505 OIDZHHEMET = v 7 Ingredient ingredientSubstance. name. part@codeSystem/@EDfE L. JP CV®D TJP Substan NG JP—-eCTD4-223
ce Name Type] Z— KU X NOFEN/2/ =2 3 & T50IDTH B Z &,
506 OIDEHHEMETF = v 7 ProductCategory productCategory. code@codeSystem/EIEDfEIL, JP CV®D [JP Product Categor NG JP-eCTD4-242
vl a— KU R RNOER/eN—2a CE#ITH0IDTHD Z &,
507 OIDEHYMET = v 7 Application application. code@codeSystem/BMEDfE X, JP CVD [JP Application] =@ — KV NG JP—-eCTD4-258
A NDBHNIRN—=T 3 VEBNT H0IDTHDL Z &,
508 OIDZHHEMET = v 7 Application Referen | reasonCode. item@codeSystem/@E i DfEIL. JP CV®D [JP Application Reference NG JP-eCTD4-274
ce Reason| = — KU A NOFZh 2 NX—2 9 o 2BI4T 50D THH T &,
509 OIDEHHEMETF = v 7 Keyword Definition keywordDefinition. code@codeSystem@IEDfEIL. ICH CV® [ICH Keyword Defi NG JP-eCTD4-318
nition Type] =@— KU A M XIXJP CVDJP CV®D [JP Keyword Definition Typ
e] I—FRUARAMDERRNN—2 9 o E2#B450IDTHDZ &,
510 OIDZ YT = v 7 Category Event componentOf2. categoryEvent. code@codeSystemfEMEDEIL, JP CVD [JP Categ NG JP-eCTD4-350
ory Even] 2— R U R FOF/pNR—T g 2T H0IDTHD Z L,
511 OIDEHYMET = v 7 Category Event component. categoryEvent. code@codeSystem/E&MEDfEIL. JP CVd [JP Initial NG JP-eCTD4-361
Submission Type] Z— KU A NOHF R NA— 3 v &2i#AlT50IDTHD Z &,
512 priorityNumber ¥4 | Priority Number for | priorityNumber@value/@MEfE L., HKRO6HTDOIEDIEEEL (1~999999) THHZ L, NG JP-eCTD4-084
F Context of Use
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Frv _ — LT oF =y
- A Q z » g 5 —X4
e p | T=2227 HRER Fxv 7 NE 7—R5 | #E » TEH—% 1D
513 priorityNumber ¥4 | Priority Number for | priorityNumber@value@BIEfEIX. Context of UseZ W ~_EEx A/ AT HZ &% | Information | 1~99DfH ZpriorityNumber@value& 4 JP-eCTD4-084
Frvl Context of Use EEL, 1~9LVKREVETHDZ &, BICHEETHZ ElFELILZ 0N, L
D> A 79 A 7 WIZHWClontext of
UseZ Wi~ 2 5 /AT 5 a[HEMED &
DO THIUE, 100LL EOEEFRET S 2
EMEFE LY,
514 UUIDRI 24T = v 7 Submission Unit submissionUnit. id@root/E&MDfE L. ISO/IEC 11578:199643 JLTNITU-T Rec X. 6 NG JP—eCTD4-071
67 | ISO/IEC 9834-8:2005D FEFICHEHL L 7= DOUUIDTH D Z &,
515 UUIDEY - 4 F = > 7 Context of Use contextOfUse. id@root @M DfE X, ISO/IEC 11578:199643 L M TU-T Rec X. 667 NG JP—eCTD4-092
| ISO/IEC 9834-8:2005MD EFIZHEML L 7-TERDOUWIDTH S = &\,
516 - - (R¥E) - =
517 - - (R¥E) - =
518 UUIDRI 2 4T = v 7 Submission submission. id. item@root/BMEDfEIX, ISO/IEC 11578:199633 L TNITU-T Rec X. NG JP—eCTD4-169
667 | ISO/IEC 9834-8:2005D EFICHEHL L 7= DOUUIDTH D = &,
519 | WUIDRZ AW F = v~ Review review. id@root/BIEDEIX. 1S0/IEC 11578:199635 1 ONITU-T Rec X.667 | 1SO NG JP—cCTD4-188
/TEC 9834-8:2005D EFHIZHEHL L 72 EADWIDTH 5 Z L,
520 | WD 4 F = v~ Application application. id. item@rootBIEDMEIL. 1SO/IEC 11578:1996345 & ONTU-T Rec NG JP—eCTD4-249
X.667 | ISO/IEC 9834-8:2005MD FFIZHEML L 7= DOWIDTH D Z &,
521 | WD 4 F = v~ Document document. 1d@root/BIEDEIL. 1S0/IEC 11578:199635 1 ONTU-T Rec X.667 | 1 NG JP—eCTD4-279
SO/TEC 9834-8:2005D EFHIZHEHL L 72 B DOUIDTH 5 Z &,
522 FT—HAEF vl Message Header PORP_INOOOOO1UV. receiver. device. id. item@identifierName@EfEIL, 1~128 NG JP-eCTD4-051
XFThHDHZ &,
523 F—HEF Submission Unit submissionUnit. title@value/BIEAHIL, 1~10003CFTH D Z &, NG JP=eCTD4-078
524 T—AEFz v Context of Use contextOfUse. code. originalText@value/@BPEAEIX, 1~128LFTHDHZ &, NG JP=eCTD4-103
525 T—ARTF ManufacturedProduct | manufacturedProduct. name. part@value@MEfEIX., 1~240LFTHDH Z &, NG JP-eCTD4-207
526 T—EARFz T Ingredient ingredientSubstance. name. part@value BMAEIX., 1~240LFTHDHZ &, NG JP-eCTD4-218
527 T—EEFzvI Applicant applicant. sponsorOrganization. name. part@value/BMEAEIL. 1~2403CFTh 5 NG JP-eCTD4-233
Z &,
528 F—ERETF Application application. id. item@extensionf@&MAEIL, 1~10003LFTHDHZ &, NG JP=eCTD4-252
529 T—EEFzvT Document document. title@value/@MEAEIZ, 1~10003LFThHDHZ &, NG JP-eCTD4-284
530 T—AETFz v Document document. text. description@value/&MEAEIL, 1~1003LFTH 5D Z &, NG JP=eCTD4=311
531 T—AETFz v Document document. thumbnail@value&MEAEIL, 1~10003FTH D Z &, NG JP=eCTD4=307
532 T—AETFz v Keyword Definition | value.item@code/BMEAEIZ, 1~1283LFTHDHZ &, NG JP-eCTD4-327
533 T—AETFz v Keyword Definition | value.item@codeSystem@MAEIL, 1~256LFThHdH Z &, NG JP-eCTD4-330
534 F—ERETF Keyword Definition | value.item. displayName@value/@PEAEIX, 1~10003CFThHHZ &, NG JP=eCTD4-335
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Fzv 7
JL—)L 1D

FxzvI TR

RREFR

Fxv I NE

S Y

5%

T HF =
JEHHEH—& ID

535

Ay —T~y XER
Frv

Message Header

A= Ny DU THEBIZOWCTELT 7 a—V 0 72 7Tl T3
F B RN b,

PORP_INOO0OOO1UV. id
PORP_INOO0OOO1UV. creationTime
PORP_INOOOOO1UV. interactionld
PORP_INO00001UV. processingCode
PORP_INO000O1UV. processingModeCode
PORP_IN0O00001UV. acceptAckCode

NG

JP—eCTD4-039

536

i R PR — & 2 fiDocum
entF v

Keyword

JP Analysis Type Keyword® 9 &,  [EGRRIKERGEIL CTlX72W 7T — 4% | Z7/~"7Ke
yword (jp_non_cp) LIS DKeyword 3 f5- I TWABEE., YHi%Context of Use
MNH R BDocument |l text. descriptionBEHZEN{EIET H Z &,

NG

JP-eCTD4-147
JP—-eCTD4-308

537

FBRCoUE H 2 U METF =
7

Related Context of
Use

FFEETT— X 7 7 A )L EZ ST HContext of UseZEHLT HIEE . EHLETOC
ontext of UseWBMT D7 7 A/ E& ., BEHEDContext of UseNEBHTH7 7
A IVDOMIFTD mb/datasets” LAED 7 7 A LNAN—FH L TWAH T L.

NG

JP-eCTD4-119

538

HEEET7 —ZMEEF
EF x>y’

Keyword

BT — ¥ 22T AContext of Used . YUHZHFHEST —H X d 5
HEEE ST HContext of Usedd, LAT (1) 2 DFMEHT-LTWD I L,

(1) study id_study title Keyword?®code@code} (Rcode@codeSystem/EMAE A
Fl—ThdZ &

(2) HFEBFT—Z25M 4 SContext of Used . ST HEEL BT HC
ontext of Use® ) B {100, LFTOEERNAEL S D CH—T
H5HZ &,

Context of Use®code@code} (Rcode@codeSystem/aE Ml
PL FKeyword®code@code Fz (Ncode@codeSystem/@PEfE
— indication

— ICH Study Group Order

NG

JP-eCTD4-151

539

(R%&)

540

(X#%)
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Fzv 7
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FxzvI TR

RREFR
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5%

T HF =
JEHHEH—& ID

541

LT = 7 (7% A
)

ManufacturedProduct

manufacturedProduct. name. part@value/BMAfEIZ. T F A NITHH Z &,

(72 ML LT TE 5307

PR N

R S Es

CEAELE (800, /5 120]_H0) ROV AN—R

- JISX0208%iPH DT (BT (JISH —/KYE, JISHE /KHUE) | 25K/ 0T,
BT, EROONR, BAAZHT, BAFTE. B A—R %)

- BT (O~@, T ~XD30LFD )

¥ UTOREARS IO SO0, JFAIE LTHEHALZ2NW. &, R
DR ETHEH LI WESIL. fiA e LT A —F 2 b 0 I L

THAELILZR,
TR R (&) [mR—73CF ¢ &amp; ]
BTN —T—vay (V) [ZAFr—7"F : &quot; ]
FER (L) O [mAFr—7CF : &lt;]
RES (VKR O) [mAF—730F &gt ]

Warning

JP—eCTD4-206

542

XFHEF =y 7 (TF AL
)

Ingredient

ingredientSubstance. name. part@value/@MAEIL. T F A NMITHDH Z &,

[7F% 2 M E LTl T X 5 307]
A RN
AT
- RAREE (80, /5 120]_80) ROV RAL— 2R
- JISX0208#GH O (7 (JISEE—/KHE, JISH —/KHE) | A K/ TF,
ERKT, BAOLNR, BANE T, BATES, B AN %)
- BRI (O~@, T ~XD303LFD )
¥ LT ORI ORI T O, JFHlE LTHEA LRV &, R
DESTEA LW IS e L2 —7 e b 0 IR L
THELIXZR,
TRt R &) [ZAT7—7F  kamp; ]
BTING g —T—ar (V) [ZAFr—73F : &quot ;]
RS (L0 (O [=R5—=730F : &lt;]
FES (LU R) O) [=RF—73F : &gt ]

Warning

JP—eCTD4-217
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Fzv 7
JL—)L 1D

FxzvI TR

RREFR

Fxv I NE

S Y

5%

T HF =
JEHHEH—& ID

543

LT = 7 (7% A
)

Applicant

applicant. sponsorOrganization. name. part@value B EIL. TF A NITH 5
Z &,

(7% M E LTl T X 5 307]
R S E NI &
- AR
COEAELE (800, /501200 H0) ROV AN—R
- JISX0208#H DL (7 (JISEHE—/KUE, JISH —/KHE) | MK/ TF,
ERKT. BAOLNR, BANE T, BAFE, BAAN—R 5)
- R CT (O~@, 1 ~XD303LFDH)
¥ LUTFOYAGRBSIXMLOERISITO-, JFAIE LTHEA LN &, <
DEESTEHEH LW IS e L2 —7 a0 IR L
THAELIZAR,
TRt R &) [R5 —7F : &amp; ]
BTING g —T—ar (V) [ZAFr—73F : &quot;
RS (L) (O [=R5—=730F : &lt;]
FEF (LW R) O) [=AFr—7F : &gt ]

Warning

JP-eCTD4-232

544

(R%&)

545

XFHEF =y 7 (TF AL
)

Document

document. title@value/BMfEIX. TF A MITHLZ &,

(72 ML LT T 5 305FE]
R S E NI &
- AR
- CBEAREE (80, /51200 _80) ROV AR— R
- JISX0208#GH DL (5 (JISH —/KHE, JISHE KHE) | A IR/,
ERKT. BAOLNR, BANE T, BAFE. B AN—RA )
- BRSO (DO~@, [ ~XD303LFD )
¥ LUTFOFARBIXMOERISIFO0, JFRIE LTHEA LN &, X
LESPHEA LZWESIE I E LT 2 r—7 T2 Rb I L
THAELIZAR,
TP R &) [ A —730F : kamp; ]
BITNG p—T—ar (1) (A —7F : &quot; ]
RES (K0 ) [mAF5—730F  &dt;]

RS (LW KR) O) [mRAF—T7F : &gt ]

Warning

JP—eCTD4-283

1.3.1 i

61/88




eCTD v4 Wik —/v  #EfE~v==T /L

)

(7% ML LTl T X 5 307]
AR N
- AR
SR (800, /51200 He) KUV AN—R
- JISX0208#H DL (7 (JISEHE—/KHE, JISE —/KHE) | MK/ TF,
ERKT. BAOLNR, BANE T, BAFEE, AR )
- BRI (O~@, T ~XD303LFD )

X LT O¥AFSIIMOERI S Fo 0, JFRIE LTER LN &, X
DERTHEA LICWESIE ¥ e LT A =702 R0 IR L

THELIZRN,
TRt R &) [ZAT—7 T kamp; ]
EZINT —T—vary (") [ZAF—7F : &quot; ]
FaR (L) ) [ZRAFr—FCF &t ]
AES (KW R) O) [ZmAF—7"30F : &gt ]

T2 Feyrs92 NEER Fx v 7 WA TI—R4y | Stk ate
546 WFEEF v 7 (7% A b | Document document. text. description@value B EfEIX., TF A NITH B Z &, Warning JP-eCTD4-310
)
(72 ML LT TE 5 305FE]
S YN e
- AT
CCEARE (80, /7 80) RO ANR— R
- JISX0208%EH D5 (5 (JISEE—I/KYE, JISEH IKYE) | AR/
EHEYT. EAOLNR, B EHT, BATE, SRR &)
- BREERTCT (O~@, 1T ~X D30T D7)
¥ LUFOEARRSIIMLOERI ST, FRE LTHEA LN &, <
LESTHEHLIZWGESE e LT R —7 T2 R IR L
THELIZAR,
TRt R &) [R5 —7F  kamp; ]
XITNT r—T—ar (") [ZmAF—73F : &quot; ]
AT (L) (O [2RAF =737 &t ]
AES (VKR O) [=RF—7305 : &gt ]
547 - - (R%&) - -
548 WEMF = 7 (TF A | Keyword Definition | value.item@code/BM:fEILX. TF A NUTHAHZ L, Warning JP-eCTD4-326
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T HTF = v

Fxzv 7

FxzvI TR

RREFR

Fxv I NE

S Y

5%

JEHHEH—& ID

JL—)L 1D
549

LT = 7 (7% A
)

Keyword Definition

value. item@codeSystemfBPEEIX, T F A MMITHDH Z &,

(72 ML LUTHEHTE 5307

PR N

R S Es

C AR (800, /51200 1) ROV AN—R

- JISX0208%iPH DT (BT (JISH—/KYE, JISH IKHE) | &M 5K/ T,
AT, EROONR, BATEZHT, AT E. B AR—R )

- BRI (O~@, T ~XD303LFD )

X OUTOEMARSIIXNMLOERI o0, JFEIE LTHERALARWZ &,
DA ETHEH LIZWESIL. fiIA e LT A —F 2 b 0 I L

THAELILZR,
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