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2. Ko XML EHUCHET 3 XML W

ICSR A v E—PIZEBWT, REZ® E2R (R3) F— X HEE T XML © 1 > Oitk
ERAF—=IL LD ERIATWAY, — 07— F B R CIIEEROTRGERRSh
T3, ISOHL7 ICSR TFMIZEBWT E2R (R3) F—#TAH OENITMHEAE HE 59
e b T 578 O XML 22— RMEOFHEREE L, o b ot LTn s,
z%wvwﬁmfﬂ%ﬁ&?—&ﬂﬁwﬁﬁéﬁmL&Hhﬁ&%&muMid\&%
B E OB BIRORSr (Gk4r3) it leyclical (BHIM) 1 . Tlasnecessary (i
%H)J&Oﬁmm(AﬁQJkﬂLTImmM&UﬂHKMM:P—NDﬁb%é G.k.4.1.3
OFED Ttotal (FFF) | XiXEOMOBOEAS, HE5E ) (Gkirla) RUHEER
(HA0) (Gkd4rlb) O XMLIZEMRS, F—H#HA OMRASDEIETIHH 120
LT, #EB (Ei4) . £TH Bis5) RORHGEHR (Bi6) 2H5, 3205 —
FIRHOTRTHREREINTWAEA ISP ERRAHOARERN Sh T3
B BAZ HLI F—#RRURBER AT —<It KD EESR B, AFEICE NS 0f
W25 XML B R 2739

2.1 BERRH. T B R OGN

%&ﬁ%Fﬂﬁ@%ﬁw~w®ﬂﬁ;%oT'}Om?—§$E®UE2ﬂmkﬁ?5
ﬁ»xw

2.1.1. Emf%ﬁHJ&UEHF%TEJth?éﬁ,m5ﬁﬁﬂﬁjﬂkﬁbﬁw

<observation ¢lassCode="0BS" moodCode="EVN">
<id root="1 54cb889—958b-45fl—aOZf-42d4d6f4657f"/>
' <code code=="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayName="reaction"/>

<effectiveTime xsi:type="TVL_TS"> ‘ l
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<high value="20050102"/>
<!-- E.L.5: Date of End of Reactioﬁ / Event -->

<feffectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2,16.840.1.113883.6. 163"
codeSystemVersion="E.i.2.1a">

<l--E.i.2.1a; MedDRA Version for Reaction / Event -->
<l-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText language="E.i.1.1b">E.i.]1.1a</original Text>
<I-- E.i.1a: Reaction / Event as Reported by the Primary Souree in Native Language -->

<fvalue>

212,  Eid4 FRHRA] (R ELS TETH) ) RGEL6 MRl AR+ 5

<observation classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-4512-a02f-42d4d6465 7" />
<code code="29" codeSystem:"2.16.840.1.113883_.3.989.2.1‘1. 1o

ICHICSR BEeHFHitsH 20012411 B 14 B
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disp]ayNéme="reaction ">
_ <effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<l E.i.4 Date of Start of Reaction / Event -->
- <width value="24" unit="E.i.6b"/> -
<1-- Ei.6a: Duration of Reaction / Event -->
*<1-- L.i.6b: Duration of Reaction / Event (Duration Unit) -->
<feffectiveTime>

<value xsi:type="CE" code="E.i.2.1b" 'cod-eSyste_m='_‘2.1_6.840.1.1 13883.6.163"
codeSystemVersmn="E iz.la"> .

<l-- E.i.2.1a;: MedDRA Version for Reaction / Event >
* <{--E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText>E.1.0. a</or1gmalText>
<originalText language="E.i.1.1b">E.i.1. 1a</011g1nalText>

<l-- E.i.1a: Reaction / Event as Reported by the Primary Source in Native Language

<fvalue>

2.13. Eid4 BB . Ei5s TRTHI . RO E66 [FEHM) WADTS

<pbsetvation classCodf"OBS" moodCode="EVN">
<id root="154¢b389-958b-4512-a02{-42d4d6f4657"/>

<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.1%9"
displayName="reaction"/>

<eflectiveTime xsi:type="SXPR_TS">
- <comp xsi:type="IVL;TS"> 1
<low value="20090101"/>
<l-- B.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
.<!-- E.i.5: Date of End of Reaction / Event -->
</comp>
<gomp xsi:type="IVL_TS" operator="A">
<width value="24" unit="h"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<I-- .i.6b: Duration of Reaction / Event (Duration Unit) -->
</comp>
<JeffectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem—"Z 16.840.1.113883.6.163"
codeSystemVersion="E.1.2,1a">

<!-- E.i.2.1a: MedDRA Version for Reaction / Event -->

ICH ICSR HeffHofE 2012 £ 11)@ 14 R
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<I-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<original Text language="E.i.1.1b">E.i.1.1a</original Text>

<I-- H.i.1.1a; Reaction / Event as Reported by the Primary Source in Native
Language -->

<!-- E.i.1.1b: Reaction / Event as Reported by the Primary Source Langnage
N .

<fvalue>

2.04. Gkdrd [BH] R GkArS TETH] IKAATHHE, Gkars ITIRAH L

<substance Administration classCode="SBADM" moodCode="EVN">
- <text>G.k.4.r.8</text> '
<!-- G.k.4.1.8; Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsiitype="PIVL_TS">
<petiod value="10" unit="G .k.4.r.3"/>
- <l-- G.k.4.r.2: Number of Units in the Interval ->
<I-- G.k.4.r.3: Definition of the Time Interval Unit -->
<fcomp>
<comp xsi:type="IVL_TS§" operator="A">
<low value="20090101"/>
<!-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"> '
<lw= G.k.4.1.5: Date and Time of Last Administration-->
<fcomp>

</effectiveTime>

2,15 Glkdrd TBEH] (UIGk4rs [ETH) ) ROGKANGICARNTS

<substance Administration classCode="SBADM" moodCode="EVN">
<text>G .k.4.r.8</text> 7
<t-- G.k.4.r.8: Dosage Text >
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:typeZ“P.IVLwTS'b
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<i-- G.k.4.r.3: Definition of the Time Interval Unit -->
</comp>

<comp xsi:type="IVL_TS" operator="A">

ICH ICSR Rl ' ' 2012411 A 14 F
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- 113 o <low value="20090101"/>

114 <1 G.k4.r.4: Date and Time of Start of Drug >

115 L <width value ="4" ynit ="G.k.4.6b"/>

116 <l-- G.k.4,6a: Duration of Drug Administration (nu'mb'er) -
117 o <1-- G.k.4.6b: Duration of Drug Administration (unif) -->
118 </comp>

11.9 , o <feffectiveTime> -

120 206 Gkdr2 B GRAr3 iICEAD LRORE, Gkars, Gk47 Xit Ghars DOVIh
121 : '7555:7\13".?‘6 ' .

122 - DS, AF——xT—EBT 57w, 7 —FBIIVL_TSUIPIVL_TS TR hiZle b 2u,
123 SXPR_TSiEFEFHAI &z, '

124 IVL TSOH

125 <substanceAdministration classCode="SBADM" moodCode="EVN">
126 | <text>G.k.4.r.8</text> o

127 <l Gk 4.1.8: Dosage Text >

128 <effectiveTime xsitype="IVL_T&">

129. <low value="20090101"/>

130 <l-- G.k4.r.4: Date and Time of Start of Drug -->

131 <width value ="4" unit =G k 4.6b"/>

132 <l-- G.k.4.r.6a: Duration of Drug Administration (number) -->
133 . <l-- G.k.4.r.6b: Duration of Drug Administi'atiqn (Vnit) ~->
134  <effectiveTime> ‘ i

135 PIVL_TS® % 5 1004 :

136 <substanceAdministration classCode="SBADM" moodCode="EVN">

137 . <text>G k.4.r.9</text> : t
138 < GkArd: Dosage Text --> |

139 <effectiveTime xsi:type="PIVL,_TS">

140 - <period value="10" unit="G.k.4.r.4"%>

141 - . <l G.k.4.r.3: Number of Units in the Interval -->

142 <!te- G.kA4.r.4: Definition of the Time Interval Unit -->

143 <feffectiveTime> ’

144 217, Gledrd TBESER) | GkdrS TRTH) , RO Gldrs [FHEHM) KALT2

145 <substanceAdministration classCode="SBADM" moodCode="EVN">
146 <text>(.k.4.r.8</text>
147 <l-- G.k.4.r.8: Dosage Text -->
ICHICSR HeiffRyias o - 20124111 14R
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174
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177

178
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181
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<effectiveTime xsi:itype="SXPR_TS">
<gomp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<I-- G.k.4.1.2: Number of Units in the Interval -->
<t-m G.k.4.1.3: Definition of the Time Interval Unit -->
<fcomp> .
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<l-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<l-- G.k.4.r.5: Date and Time of Last Administration -->
</comp>
<comp xsi:type="TVL_TS" operator="A">
<width value="24" unit="h"1">
<!-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<1-- G.k.4.r.6b: Duration of Drug Administration (unit) -->
</comp>

<feffectiveTime>

2.2. F AR
22.1.  Fr32 ERCRET
2200 A @ "10 mgdL")

ZOBFA. HLT O"value"ITE B 1L 1 DD "center" B THRL S D,

<value xsi:type="IVL PQ">
<center value="10" unit="mg/dl" />

<fvalue>
2212, EXbREW "> 10 mg/dL")

ZOWA, HLT O value"H H iE" low L& U highE DR TR S5, REF XY
K&V B, EOREOEMIC LV RENS (/205 null flavor"PINF' 2 F7) .
B inclusive" X, IREFDEE (Thbbh, A%) THDHZ LERT7od falsel TR E
Shb,
<value xsi:type="IVL PQ" > _
<low value="10" unit="mg/d!" inclusive="fals¢"/>
<high nullFlavor="PINF"/>

<fvalue>
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184
185
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188
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192
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195
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199

200

201
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203
204
205
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208
209
210

211
212
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214
213
216
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2213, ISV @ < 10-mg/dL")

Z DA, HL7 O"value"H B 11" low" i & Uhigh"fE @ﬁﬁiﬁlﬂ%ﬁk Ehs, BREFILY
NSV EA. BOEROEEI L RERS (Tb5, null flavor"NINF" 241 ) .
R inclusive"tX, FRIEF 23 A (“?‘fciib% Fl%) ThHZLERTD false"ITRE
Ehd, -

<value xsi:type="IVL_PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d[" inclusive=""false"/>

- <fvalue>
2.2.14. ELLE (B ">=10 mg/dL")

Z D4 HLT Ovalue"B H 13" low" B & O high" ol TR S 5, RETF TR E]

DEASE. FOEBOBER LV RERD (Fbb, null flavorPINF 26 H) . B

Princlusive"lX, Rl THDH = L ZinT b true" lCIREZ N5,

<value xsitype="TVL _PQ">
. <low value="10" unit="mp/dl" inclusive="true"/>

<high nullFlavor="PINF"/>

<fvalue
2.2.15. {ﬁuF (B : <= 10 mg/dL")

Z DA HL7 D "value"TH H i"low"'fﬁ&@“htgh"’f @ﬁﬁ.'@ﬁbﬁéﬂ’bé RET TLD
INEWEAE. ADEROEMEIC LV RERS (Tib b, null flaver"NINF &) ,
B inclusive"ld, B THDL 2 & ZRTEDMwe"ICRESNS,

<value xsi:type="IVL_PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dl" inclusive="true"/>

. </value>

F.r.3.2 R A Fr.3.3

[
b
[

<observation moodCode="EVN" classCode="0BS">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="F.r.2. 2a">

<f-- F.r.2.2a: Test Name (MedDRA versnon) ->
<l-- F.r.2.1b: Test Name (MedDRA code) >
<originalText>F r.2.1</original Text>
<l-- F.r.2.1: Test Name (free text) ~->
<fcode>
<effectiveTime value="20090101"~

ICH ICSR ihafEaR 2012411 A 14 B
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<!-- F.r.1: Test Date -—>

<value xsi:type="IVL_PQ">
<center value="10" unit="mg/dl"/>
<!-~ F.r.3.2: Test Result (Valug) —>
<1~ F.r.3.3: Unit ->

<fvalue>

223,  Fr3d

<observation classCode="0BS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem=“2 16.840.1.1132383.6.163" codeSystemVelsmn“"F r.2.2a">
<original Text>F.r. 2<Ior1gmalTex‘r>

<fcode>

<effectiveTime value="20090101"/>

<! F.r.1: Test Date --> )

<interpretationCode code="Positive" codeSystem="2.16.840.1.113883.3:989.2.1.1.12"/>

<I-- F.r.3.1: Test Result (Code} -->

F.r.3.4

<observation classCode="OBS" moodCodé="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.1 ]3883'._6.163". codeSystemVersion="F.r.2.2a">
<original Text>F r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<]w- F.r.1: Test Date -->

<value xsi:type="ED">F.r.3 4</value>

<I-- F.r.3.4: Result Unstructured Data (free text) -

23. G.k4 #5EOH

1 %70 1,7E

<putboundRelationship2 {ypeCode="COMP">
<gubstanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 per day</fext>
<eflectiveTime xsi:type= "SXPR TS">
<comp xsi:lype="PIVL_TS">
<period \rfaluc="1" .unit="d"/>
<fcomp>
<feffectiveTime>

</substance Adminisiration>
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252

233

254
255
256
257

258

259
260
- 261
262
263
264
265
266
267
268
269
270
271
272

273
274

275
276
277
278
279
280
281
282
283

284

285
286
287

(A 3)

</outboundRelationship2>

2.3.'1 1 B¥70 162 /[H

<outboundRelationship2 typeCode="COMP"> S
<substanceAdministration -classCode= "SBADM" moodCode="EVN">
<text>1 tablet per day </text> =
<effectiveTime xsi:type="SXPR_T8">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</c6mp_>
<feffectiveTime>
<doseQuantity value="1" unit="{DF}"/>
_<consumeible typeCodEf'!C“SM">
<instanceOfKind classCode="INST"> )
. <kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode> o ’
<0riginaiText>Tablet</0rigina1Tex1>
" <fformCode> |
</kindOfProduct>
</instanceOfKind>
</consumable>

</substanceAdministration>

</outboundRelationship2>

233, 1@ 1[E, 148 H

<outhoundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:t&pe="PTVL_‘T“S“>
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="0.25" unit="{DF}"/>
<consumable tyﬁeCode="CSM">
<instanceOfind classCode="INST"> _
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>

<originalText>Tablet</original Text>

ICH ICSR A ' 20124611 B 14 B
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288 . </formCode>

289 © </kindOfProduct>
290 <finstanceOfKind>

291 </consumable>

292 </substance Administration>

‘293 </outboundRelationiship2>

294

'295 2.3.4, A1E, 6§ ™

296 <outboundRelationship2 typeCode="COMP">

297 <substanceAdministration classCode="SBADM" moodCode="EVN">
298 <effectiveTime xsi:type="SXPR_TS5">

299 . <comp xsi:type="PIVL_TS">

300 <period value="1" mit="w"/>

301 </comp>

302 <feffectiveTime> .

303 <doseQuantity value="6" unit="{DF}"/>

304 <consumable typeCode="CSM">

305 <instanceOfKind classCode="INST">

306 : <kindOfProduct classCode="MMAT" determinerCode="KIND">
307 <formCode>

308 ’ <0riginalText>Tablet</ori ginal Text>
309 </formCode>

310 </kindOfProduct>

311 <finstanceOfind>

312 ' <fconsumable>

313 </substance Administration>

34 </outboundRelationship2>

315 235 1H2[E, 18/8H

316 41
317 <putboundRelationship2 typeCode="COMP">
318 <substanceAdministration classCoﬂe="SBAﬁM" moodCode="EVN">
319 <effectiveTime xsi:type="SXPR_TS"™>
320 <comp xsi:type="PIVL_TS">
321 <period value="12" unit="h"/>
322 ’ <fcomp>
323 <feflectiveTime>
ICHICSR SefifhOiE# 20124F 11 B 14 B
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324 <doseQuantity value="1" unit="{DF}"/>

325 : <consumable typeCode="CSM">
326 7 <instanceOfKind classCode="INST">
327 <kindOfPraduci classCode="MMAT" determinerCode="KIND">
328 V <formC0de>: |
329 <.0riginalText>Tablet</0riginalText>.
330 ) <fformCode>
331 <fkindOfProduct>
332 . </instanceOfKind> '
333 - </consumable>
334 </substa.nccAdn:1inistrati0n>
335 doutbbundRelaﬁﬁnship2>
336
337 B2
. 338 | <011tb0undRelétionship2 typeCode="COMP">
339 . <substanceAdministration classCode="SBADM" moodCode="EVN">
340 : <effectiveTi1ﬁe xsi:type="SXPR_TS§">
341 <comp xsi:type="PIVL,_TS8">
342 T <peried value="1" unit="d"/>
343 ) ‘ </comp>>
344 " <feffective Time> ‘
343 <doseQuantity value="2" unit=" {DFj ">
346 ‘ <consumable typeCode="CSM">
347 <instance(fKind classCode="INST"> 7
348 ‘ <kindOfProduct classCode="MMAT" determinerCode="KIND">
349 ‘ <formCode> i
350 ) ~ <originalText>Tablet</original Text>
351 <fformCode>
352 </kindOfProduct>
353 <JinstanceOfKind>
354 </consumable> .
355 </substanceAdministration>
356 </outboundRelationship2>
357

358 23.6. 1H4FE, 7.5mg/H

359 i1
360 <outboundRelationship2 typeCodé="COMP">
301 ' <substanceAdministration classCode="SBADM" moodCode="EVN">
ICHICSR HEATHHER ‘ : 20124E 11 A 14 B
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362
363
364
365
366
367
368
369

370
371
372
373
374
375
376
377
378
379
380

381

382
383
384
385
386
387
388
389
390

391

392

393
394
395
396
397
398
399

<effectiveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS">

<period value="6" unit="h"/>

<fcomp>

<feffectiveTime>

<doseQuantity value="7.5" unit="mg"/>

</substance Administration>

<foutboundRelationship2:>

#l2

<outboundRelationship2 typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">

<effectiveTime xsi:type="SXPR_TS">

<comp xsitype="PIVL_TS">

<pertod value="1" unit="d"/>

</comp>

<feffectiveTime>

<doseQuantity value="30" unit="mg"/>

</substance Administration>

</outboundRelationship2>

23.7. 1H 1A, 15mL/H

<outboundRelationship2 typeCode="COMP">,

<substanceAdminisiration classCode="SBADM" moodCode="EVN">

<effectiveTime xsi:type="SXPR T§">

<comp xsi:type="PIVL_TS">

<peridd value="1" unit="d"/>

</fcomp>

<feffective Time>

<doseQuantity vatue="15" unit="mi."/>

<fsubstanceAdministration>

<)outboundRelationShip2>

2.3.8. 2RI 1E, 188

<outboundRelationship2 typeCode="COMP">

<gubstanceAdministration classCode="SBADM" moodCode="EVN">-

<gffectiveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS">

<period value="2" unit="d"/>

</comp>

<feffective Time>

ICH ICSR H:iifhOiE
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400 <doseQuantity value="1" uniﬁ"{Dl;‘}';‘b

- 401 . <consumable typeCode="CSM">
402 ) <instanceOfKind classCode="INST">
403 . . . <kindOfProduct classCode="MMAT" determinerCode="KIND">
404 : <formCode>
405 <original Text>Tablet</original Text>
406 _ <formCode>
407 . </kindOfProduct>
408 </instanceOfKind>
409 <fconsumable> '
410 ‘ </substanceAdministration>
411 </outhoundRelationship2>
412
413 239, WA, 18E/H, BAEH, KTR
414 <outboundRelationship2 typeCode="COMP">
415 " <substanceAdministration classCode="SBADM" moodCode="EVN">
416 <effectiveTime xsi:type="SXPR_TS"> )
417 <comp xsi:lype="PIVL_TS">
418 ' <periodunit="{as necessary}"/>
419 </comp> '
420 . <gomp >;si:type="1VL_TS " operator="A">
421 <low value="200906"/>
422 g <high value="200908/>
423 </comp>
424 : <feffectiveTime>
425 <doseQuantity value="1" unit="{DF}"/>
426 _
427 2310 WEA, 20mgH
428 " <outbourdRelationship2 typeCode="COMP">
429 <substanceAdministration classCode="SBADM" moodCode="EVN">
430 <effectiveTime xsi:type="PIVL_TS">
431 _ <periodunit="{as necessary}"/>
432 <feffectiveTime>
433 «doseQuantity value="20" unit="mg"/>
434
ICH ICSR BfffHfiE4# ' 2012411 H 14 B
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435

436
437
438
439
440
441
442

443
444
445
446
447

448

449

450
451
452

453

454
455

456
457

458 .

459
460
461
462
463
464
465
466
467
468
469

2311 JAHIRY. 500me ., BEAEE. ¥TH

<outboundRelationship2 typeCode="COMP">
<substanceAdministration ¢lassCode="SBADM" moodCode="EVN">
<gffectiveTime xsi:typei"SXPR_TS">
<gomp xsi:type="PIVL,_TS">
<periodunit="{cyclical}"/>
<fcomp> )
<comp xsi:type="IVL,_TS" operator="A">
<low value="200906"/>
<high valuc="200908/>
 <fcomp>
<feffective Time>

<doseQuantity value="500" unit="mg"/>

23.12.  R#K, 500 mg_/lﬁz

<putboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsitype="PIVL_TS">
<periodunit="{cyclical}"/>
<feffective Time>

<doseQuantity value="500" uni="mg"/>

23.13. HBIBEE 20,000 mg, BHMRHE, ¥&TH

<-substanceAdministrationclassCodc="SBADM" moodCode="EVN">
<effective Timexsi:type="SXPR TS">
<comp xsi:type="PIVL,_T5">
<periodunit="{total }"/>
</compl>
<comp xsi:type="IVL_TS" operator="A">
- <low value="200906"/> -
<high value="201005/>
<fcomp>
</effectiveTime>
<d05eCheékQuantity>
<numerator xsi:type="PQ" value="20000" unii="mg"/>
<denominator xsi:type="PQ" nullFlavor="UNK"/>

<fdoseCheckQuantity>
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471
472
473
474
475
476
477

478

479
480

481
432
483

484.

485

486
487

488
489

490
491

492

493 .
494

495
496

497

498
499
500
501
502

(REE3)

2.4. BREE, Fax, BFRA—/V (C.3.4.6, C3.4.7, BRC34.8)

HL7 telecom 5 — # BIDHEC -
<telecom value=""(el:C.3 46"
<1 C3 4.6 Sender's Télephone ->
<telecom value="fax:C.3.4.7"/>
<!-- C.3.4.7: Sender's Fax -->
<telecom va_lu¢="mailt0:_C.3.4.8i'/>

<1-- C3.4.8 : Sender's E-mail Address -->

2.5, HiEE OBIEE TN LT Privacy" 2777 (C2r2. N

"VPrivacy" bRd i, ICHE2B TS ITH L telecom 2 3?‘* INGY S L null
ﬂavor=MSK (D'I)Eﬁfj %_"?E'—i& LT3, . .

Bl -
<telecom value="tel:" nullFlavor="MSK"/>

<1--C.2.1.2.7: Reporter's Telephone is Masked. for Privacy -->

iﬁﬁ OHL7Onull flavor T2V I S ET 5,

26, A AR Sl IR (D22.10)

<subjectOf2 typeCode="SBI"> _
<observation moodCode="EVN" classCode="0OBS">

<code code="16" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
displayName="gestationPeriod"/> ‘

<value xsi:type="PQ" value="1" unit="{trimester}"/>

</observation>

<fsubjectOf2>

2.7, RV, AF—=5 null flavor 2RO TWEFEED (R HERSH) OB
{G.k.2.3.r.1) : '

TR

<ingredient classCode="ACTI">
<quantity>
<numerator value="10" unit="mg"/>
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<pame nuliFlavor="UNK"/> .

<fingredientSubstance>
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503

504

505
506
507
508
509
510
511
512
513
514
515
516
517
518
519
520
521
522
523
524
525
526
527
528
529
530

531

<fingredient>

2.8. ABWERIZBIT % KRR S OH

<component typeCode="COMP"™>

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

(B 3)

<code code="39" codeSystern="2.16.840.1.113883.3.089.2.1.1.19" displayName="causality"/>

<value xsi:type="ST">G.k.9.i.2.r.3</value>
<methodCode>
<0riginalText>G.k.9.i.2.r.2</or_iginalText>
</methodCode>
<aunthor typeCode="AUT">
<assignedEnfity classCode="ASSIGNED">
<code> _
<original Text>G.k.9.i.2.r. 1 </original Text>
<fcode>
</assignedEntity>
<fauthor>

<subject] typeCode="SUBI">

<adverseEffeciReferenice classCode="0BS" moodCode="EVN">
‘ <id root="154eb889-958b-4512-a02{-42d4d 646571 />

<fadverseEffectReference>
<fsubject]1>
<subject2 typeCode="SUBI">

<productUseRefercnce classCode="SBADM" moodCode="EVN">
<id root="3c91b4d5-e039-4a72-9¢30-67671b0efDed" />

<fproductUseReference>
</subject2>
</causality Assessment>

</eomponent>
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532

533
534
335

536
537

538

. 539

540
541

542
543
544
545
546

547
548

549
550

551

552
553
554
555
556

557
558

559
560
561
562
563
564
565
566

(B#E3)

M. /A VAEVRIZDOVTOFEEIF

BIA VA VX G, A5 — 3 E RO XML I 3H B IE A E LR, FEOMH
DY I E2B (R3) OFT—HHADCHBFESFPREN TS, %7#&@E®$ﬂ
i XML Bz Ay b LTRINTVS,

ﬂwhbﬁﬁf%é%A\%wzmbwr%zﬁ(7&»)%A@m% ERARAR & DT
display name ¥R, |

15%4V2&V2&@E?6Xmmﬁﬁﬁlm)&WﬁaﬁéﬂTWéﬁ

FH oF—Z HMRPQ TH B HE . HLT PQ F—# BN — I K ) ZDEDBALIIS
ZENTR IRV, AL ICH AL >V TR, fHRT (F) @ ICHE2B 22— RFY R |
25 JU 26 BBROT L,

BERVHOREGRE (Gkarll) OBFEET, ERMEROLS—TTAFES Vv
OB L OANFHE (230 FRROT T b0 FOBMR) AW TAITT 3,

OSBRI A LTI/ 5 foinboundRelationship' & LTCAR L, Bz — FERK=—
Rl & -iEH e B BT & — ]*TZD?J‘V‘U‘“\“—/E va— KL EOMEE
’&ﬁ%“’(’% kD

7l :
<gutboundRelationship2typeCode="COMP">

<substanceAdministrationclassCode="SBADM"moodCode="EVN">
7 <inboundRelationshiptypeCode="REFR">
<observationclassCode="0BS"moodCode="EVN">
<code code="pareptRouteOfAdministration"
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"/>
<valuexsi:type="CE" code="G.k.4.r.11.2b"
codeSystem¥"2.16.840. 1.113883.3.989.2.1.1.14"
codeSystemVersion="G.k.4.r.11.2a">

<l G.k.4.r.11.2a; Parent Route of Administration TermID Version Date / Number
#1-1 > .

<t-- G.k.4.r,11.2b: Parent Route of Administration TermID #1-1 -->
<originalText>G .k.4.r.11.1</original Text>
<A G.k.4.r.11,1; Parent Route of Administration (free text) #1-1 -->
</value> '
- </observation>
’ </inboundRelationship>

</substance Administration>

</oufboundRelationship2>
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(BFR 3)
s¢7 V. BB
568 ICSR A ve—Ulii 5 E2B '(Rsi -2 1H B

569 T IEALTFANAE, ICSR A vE2—PITBiF5 E2B (R3) F—#THH ORIz 2WT
570 FBBALTW3, BRAVAF U AD XML ¥ 13 E2B (R3) F—FEBEIZI NV —7{L
571 ANTEY.,. Zhic L vRIRFRT—FEHBE OBV IEL 7 vy 7 RUHEBHEE /R
572 A BTEXBL,AXEOBRBNITHL ICES XML A vEe— VB LL AWFIRIEIC
5717 SLUTEBRAVRAZVADEREBRICTBEZ L THDIc, AXETMRIOAFKLE
574  REFEhLNTREMRH L Z EICBRT S,
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