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2. O XML ZBRIZET 5 XML ¥R

ICSR # yE—VIB T, KE5O E2R (R3) F—FEE Tid XML @ 1 DRl E
EBRAF—IC LV ERINTWAR, —HO7 —F BB CIIEEKOTRFERTEN
TW3, ISO/HL7ICSR &7 /MZIWT E2R (R3) F—#EBA OEIBHEHEE Y

R— F 5720 FBHO XML =— RMEDFERFEL, ZOELOEITHIELTWS,
AF—IIBNWTIRERELRZT — YR OBEEZER Lt by, filziE #5
EHE ORRROBEAM (Gk4r3) ik, leyclical (HHE) | . Fasnecessary (%
CERE) ) RO Ttotal (B8 | IR L T UCUM B TYEUCUM =t— FOEDRH 5, Gk4r)
DfEA Ttotal (FFH) | XiXFOMOEDOEE, BE5E ) (Gkdrla) RUREE

(Bifiz) (Gk4rlb) O XMLIZRRS, T—FHEOHEAEGLHICETLIH S 1200
FlE LT, BHEA (Eid4) . &TH (EBi5) RUEHESRM (Ei6) b3, 3 207 —
FREDTRTHERAFENTWEIBREIEGE L FRAROAMER SN TV EE

& BEAHLT T —¥EIRUBHRAS—<Ic LV EZINE, FEICITIAE O
3% XML BT H #7579, '

2.1 BAsAH. #T B R USRI

TS A RIAHOEB L — VORI T, 39DF—FEHBD H B2 AATS
FAEI,

2.1.1. Eid [FHEA) EUEL5 TR ICAHT A, Ei6FEHE AHLEY

<pbservation classCode="OBS" moodCode="EVN">
<id root="154eb885-958b-4512-a02£-42d4d6f4657"/>
<code code="29" codeSystem="2.16.840.1.113883.3.985.2.1.1.19" displayName="reaction"/>
<effectiveTime xsi:type="IVL_TS8">
<low value="20090101"/> _
<l-. E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<!-- E.i.5: Date of End of Reaction / Event -->
<JeffectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<l.- K.i.2.1a: MedDRA Version for Reaction / Event -->
<I-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->

<originalText language="E.i.1.16">E.i.1.1a</original Text>

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

2.1.2.  Eid T#FHBE] (CUIELS TETR] ) RUEi6 [REHM KANTS

<observation classCode="0OBS" moodCode="EVN">
<id root=" 154eb889—958b-45f2~a02f-42d4d6f4657f'/>
<code code="29" codeSystem="2.16.840.1.1 13883.3.989.2.1.1.19"
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displayName="reaction"/>
<effectiveTime xsi:type="IVL_TS"> .
<low value="20090101"/>
<I-- E.i.4 Date of Start of Reaction / Event -->
<width value="24" unit="E.i.6b"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6b; Duratmn of Reactlon 7 Event (Duration Umt) >
</effect1veT1me>

<value xsi:type="CE" code="E.i.2. 1b" codeSystem="2 16 840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

 <l-Ei2la: MedDRA Version for Reaction / Event --> -
<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText>E.i.0.a</originalText> .
<originalText language="E.i.1.1b">E.i.1.1a</original Text>

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

<fvalue>
213,  Eid [BHA) . Bis ETH) . ROELS TEHEEMEI KANTS

<gbservation classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6F4657F' />

<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
displayName="reaction"/>

<effectiveTime Xsi:type=”SXPR_TS">
<comp xsi:type="_IVL_TS“$
<low value="20020101"/>
<!-- E.i.4 Date of Start of Reaction / Event -=>
<high value="20090102"/>
<!--E.i.5: Date of End of Reaction / Event >
<fcomp>
<comp xsi:type="IVL_TS§" operator="A">
<width value="24" unit="h"/>
<I--E.i.6a: Duration of Reéc_tion / Event --> )
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit} -->
</comp> .
<feffectiveTime>

<value xsi: type=”CE" cod&“E i.2. lb“ codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

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

ICH ICSR Hitff#at58 . . 2014511 A.10 B
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<!I-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText langnage="E.i.1.1b">E.i.1.1a</original Texi>

<!-- E.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 Language

<fvalue>

2.1.4. GKdrd AR BEORGk4rs TR KANT B, GR4Ar6 AT LR

<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text> '
<!-- G.k4.r.8: Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
%peﬁod value="10" wnit="G .k 4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<!— G.k.4.r.3: Definition of the Time Interval Unit -->
</comp>
<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"/>
<!-- G.k.4.r.5: Date and Time of Last Administration-->
</comp> -

</effectiveTime>

215  Gkdrd (BB OUL G.k.4.r.5 [#TH]) BROEGkAr6IZANTS

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

<text>G.k.4.r.8</text>

<!-- G.k.4.r.8: Dosage Text ->

<effectiveTime xsi:type="SXPR_TS">

- <comp xsi:type="PIVL_TS">
<period value="10" wit="G .k.4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<!-- G k.4.r.3: Definition of the Time Interval Unit -->

</comp> . , ” -

<comp xsi:type="IVL_TS8" operator="A">

ICHICSR HHf#fE®R | 20144 11 B 10 A
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<low value="20090101"/>

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

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

<l-- G.k.4.6a: Duration of Drug Administration (mumber) >

<!-- G.k.4.6b: Duration of Drug Administration (unit) -->
</coﬁ1p>

<feffectiveTime>

216, Gkar2 RO GR4r3 THAALRVE, Ghars, Gkd7 Xik Gkirs DVFH ,
DAY S ' ~

ZOBRE AF—vT T —EBIT DD, T —F FIIIVL_TSXISPIVL_TS TR RidR b iav,
SXPR_TSIZFFAI &hizvn, . '
IVL_TS®DH
<S}1bstanceAdministratiou classCode="SBADM" moodCode="EVN">
<text>G k.4.r.8</text> '
<I-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="IVL_TS">
' <low value="20090101"/> °
< G.k.4.r.4: Daté and Time of Start of Drug -->
<width vélue ="4" unit ="G k.4.6b"/>
<l-- G.k.4.r.6a: Duration of Drug Administration (number) -->
- <l-- G.k4.r1.6b: Duration of Drug Administration (unit) -->
<feffectiveTime> ‘

PIVL_TS®%H 5 10D :
<substance Administration classCode="SBADM" mocodCode="EVN">

<text>G‘k.4.r.9<}'text? ' 7

<1-- G.k.4.1.9; Dosage Text -->

<effectiveTime xsi':type=“PIVLfTS">

© <period value="10" wmit="G.k.4.r.4">

<!l-- G k.4.r.3: Number of Units in the Interval -->
<I-Gkdrd: ‘Deﬁnition of the Time Interval Unit -->

' </effe_cti€eTime> .
217. Gkdrd TPAE) . Gkdrs RTR] . RO Gk4r8 [FHEHE CAHTS

<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<I-- G.k.4.r.8: Dosage Text -->

ICHICSR #feofis ' 2014411 5 10 A
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<effectiveTime xsi:type="SXPR__TS">
<comp xsi:type=”PIVL_TS">
<period value="10" unit="G k.4.r.3"/>
<I-- G k.4.r.2: Number of Units in the Interval -->
<I-- G.k.4.r.3: Definition of the Time Interval Unit -->
</comp> V
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<1- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!-- G.k.4.r.5: Date and Time of Last Administration -->
<fcomp>
<comp xsi:type="TVL_TS" operator="A">
<width value="24" unit="h"/>'
<I-- G.k.4.r.6a: Duration of Drug Administfation (number) -->
<I-- G.k.4.r.6b: Duration of Drug Administration (unit) -->
<fcomp> |

</effectiveTime>

2.2, F #RAHER
2.2.1. F.r32 EERVBET
22.1.1. {8 (#: 10 mg/dL")

Z DA, HLT D"value"TH B 1L 1 DD center" ™ B TR N5,

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

</value>

2212, EXbHxREW (B> 16 mg/dL")

ZOHA, HLT O'value"E B 13" low" &R Uhigh BN THEE S h 3, BEFILY
REWFHIE, EOEROFEICLVRINS (F7255, null flavor"PINF" 2 F /) .
B inclusive" VX, FRETFHEE (T72bb, %) THDH I LETRTT D" falselTRE
Shd,
<value xsi:type="IVL_PQ" >
<low value="10" unit="mg/dl" inclusive="false"/>
<high nullFlavor="PINF"/>

</value>

ICH ICSR HfiTeIfE# 20145 11 510 H
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22,13 EXY/AhEV (F: "<10 mg/dL")

= OBA. HL7 O'value"H B 13 " low E & M highEOFEHE TR E NS, REFTLD
INEWBEIE, AOEROEMIC LV RENS (F720 5, null flavor"NINF' 2 /) ,
Bt inclusive"tL, [RETFHRHE (T72bb, F%) THH I LR 7o false"ITRE
é j’l/ 5 =1 .
<value xsi:type="IVL_PQ" >
~<low null%laVor="NINF"/>
<high value="10" unit="mg/dl" inclusive="false"/>

<fvalue>
2.2.14. fELLE (B :">=10 mg/dL")

= DA, HL7 D"value"E B i3 "low"E R U high"E OFEE TR E 5, REFTLAE]
DFEE. EOBBORBEICEIVAERD (b5, null flavor"PINF'Z6EH) . B
- MEinclusive"tt, RIETHDZ L R Mrue"IZERES NS,
<value xsi‘type="IVL_PQ" >
. <low value="10" unit="mg/dl" inclusive="true"/>
<high ullFlavor="PINF"/> |

<fvalue
N 2215 fEELT (8 : "<=10 mg/dL")

Z D4, HL7 O"value"H B i "low" & O high"E D#EHETHR IS, RET TLD
IAEVBEAIRADEROEKMIZE I ARIND (TRD5, null ﬂavor"NINF"%:{ﬁﬁﬁ) o
Bt inclusive"ld, FETHD T LERT D e IREIND,

<value xsi:type="IVL_PQ" >
<low muilFlavor="NINF"/>

<high value="10" unit="mg/dl" inclusive="true"/>

<fvalue>
222 F.r.3.2 RTFF.r3.3

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

<code ¢ode="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="F.r.2.2a"> . o

<!-- F.r.2.2a: Test Name (MedDRA version) -->
<1-- F1.2.1b; Test Name (MedDRA code) -->
<originalText>F.r.2.1</original Text>
<I-- F.r.2.1: Test Name (free text) -->
</code>
<effectiveTime value="20090101"~>
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2.2.3.

2.2.4,

(R 3)

<I-- F.r.1: Test Date -->

<value xsi:type="IVL_PQ">
<center value="10" uni —“rﬁg/dl"b
<!-- F.r.3.2: Test Result (V afue) -
<!-- Fr.3.3: Unit -->

</value>
F.r.3.1

<observation classCode="0BS" moodCode="EVN"$ _

<code code="F.r.2.2b" codeSystem="2.l‘6.840.1.I13883.6. 163" codeSystemn Version="F.r.2.2a">
<originalText>F.r.2</original Text>

<fcode> |

<effectiveTime value="20090101"/>

<l-- F.r.1: Test Date --> ‘

<interpretationCode code="Positive" codeSystem="2.16.840.1.113883.3.989.2.1.1.12"/>

<!-- F.r.3.1: Test Result (Code) -->

F.r.3.4

<observation classCode="0OBS" moodCode="EVN">
<code code="F.r.2.2b" codeSystem="2,16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<original Text>F r.2</original Text>

</code>

- <effectiveTime value="20090101"/>

<!— Fr.1: Test Date -->
<value xsi:type="ED">F.r.3.4</value>

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

G4 BEEDH

2.3.
231 1H¥%EY 1L/E
<putboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 per day</text>
<gffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
<effectiveTime>
<fsubstanceAdministration>
ICH ICSR H:HfHITEE 2014411 510 B
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</outboundRelationship2>
232, 1HY%%D 16/H

<outboundRelationship2 typeCode="COMP">
<substancec Administration classCode="SBADM" moodCede="EVN">
<text>1 tablet per day </text>
<effectiveTime xsi:typé="SXPR_TS“>
<comp xsi:type="PIVL_T8"> _
<period value="1" unit="d"/>
</comp> '
<feffectiveTime>
<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM"> '
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode> '
<griginal Text>Tablet</original Text>
</formCode> .'
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>
233. 1R 1[E, 1146

<nutb0undRelationship2 typeCode="COMP">
<sub$tanceAdmin§Stration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS5">
<comp xsi:fype="PIVL_TS">
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="0.25" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST"> _
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
) : <griginal Text>Tablet</original Text>
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. </formCode>
</kindOfProduct>
</instanceOfKind>
</consumable> l

</substance Administration>

</outboundRelationship2>

234. A1, 64 H

Ik <outboundRelationship2 typeCode="COMP">
<substaﬂceAdministration classCode="SBADM" moodCode="EVN">-
<effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_TS">
<period value="1" unit="w"/>
<fcomp>
</effectiveTime>
<doseQuantity value="6" unif=" {DF}"/>
' <consumable typeCode="CSM">
<instanceQfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2> -
235 1H2E, 1&/H

i1
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="12" unit="h"/>
<fcomp>

<feffectiveTime>
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<doseQuantity value="1" unit="{DF}"/>
<gonsumable typeCode="CSM">
<instanceOfKind classCode="INST"> _
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode> -
<original Text>Tablet</original Text>
~ </formCode>
</kindOfProduct>
dinstmceOﬂéind>
</consumable>

</substance Administration>

</outboundRelationship2>

#i2
<putboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_T{">
<comp xsi:type="PIVL_TS8">
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="2" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct claSSCodﬁ"MIViA " determinerCode="KIND">
<formCode>
| <originalText>Tablet</criginal Text>
" <fformCode> ‘
</kindOfProduct>
<finstanceOfKind>
</coﬁsumable>

S/substanceAdministratiom

< outboundRelationship2>

23.6. 1B4[E, 7.5mg/El

w1
<outboundRelationship?2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">

ICH ICSR EHTHItEER ‘ 2014411 B 10H
-95.



<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS8">
<period value="6" unit="h"/>
</comp>
<feffectiveTime>
<doseQuantity value="7.5" unit="mg"/>
</substanceAdministration>

</outboundRelationship2>

2 '
<outboundRelationship2 typeCode="COMP">
' <substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsitype="PIVL_T§">
<period value="1" unit="d"/$
</comp>
</effectiveTime>
<doseQuantity value="30" unit="mg"/>
<fsubstance Administration>

</outboundRelationship2>

237 1R 1[E 15mL/[H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">

<effectiveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS8">
<period value="1" unit="4d"/>

<fcomp>

<feffectiveTime>

) <doseQuantity value="15" unit="mL"/>

<fsubstance Administration>

<Joutb oundRelationship2>

238 2RIC1[E., 18 /H

<putboundRelationship2 typeCode="COMP"> )
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="2" unit="d"/>
</comp>

</effectiveTime>
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<doseQuantity value="1" lunit="{DF}“/>
<consumable typeCode="CSM">
<instanceOfKind classCode~"INST">
%kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
<fformCode>
</kindOfProduct>
) <finstanceOfKind>
- ' <fconsumable>

</substance Administration>

</outboundRelationship2>

239. WA, 16/H., BIHE, RTH ‘J

<outboundRelationship? typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS"> 7
. <comp xsi:type="PIVL_TS§">
. <pericdunit="{as ncccséary}"b
</c6mp>
<comp xsk:type="IVL,_TS" operator="A">
<low value="200506"/>
_ <high value="200508/>
</comp>
<feffectiveTime>

<doseQuantity value="1" uni —';{DF} >

2.3.10. WA, 20mg/ B

<outboundRelationship? typeCode="COMP">
<suBstanceAdmihistration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL_TS">
' éperiodunil="{as necessary}"/>
<feffectiveTime>
<doséQuantity value="20" unit="mg"/>
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2311, FEHIA, 500 mg /[, BIEE, KT H

éoutboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCede="EVN">
<effectiveTime xsi:type="SX15i{_TS">
<comp xsi:type="PIVL_TS">
<periedunit="{cyclical }"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
.</comp> '
<feffectiveTime>
<doseQuantity value="500" uni="mg">

2.3.12.  JE#IEY, 500 mg. Bl

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL_TS">
<periodunii="{cyclical}"/>
<feffectiveTime>

<doseQuantity value="500" unit="mg"/>
2313, #HEBE5E 20,000 mg, PAEBE, KTH

<substanceAdministrationclassCode="SBADM" moodCode="EVN">
<effectiveTimexsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodﬁnit=" {total}"/>
</comp>
<comp xsi:type=“IVi_._TS" operator="A">
<low value="200906"/>
<high value="201005/>
</comp>
<feffectiveTime>
<doseCheckQuantity>
<numerator xsi:type="PQ" value="20000" unit="mg"/>
<denominator xsi:type="PQ" nullFlavor="UNK"/>
</doseCheckQuantity>
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24, BHE. Fax, BF A~/ (C3.46, C347, KC3.48)

HL7 telecom 7 — Z B DR —
<telecom value="tel:C.3.4.6">
<1 C.3A6; S.ender's Telephone > -
<telecom value="fax:C.3.4.7"/>
<I-- C.3.4.7: Sender's Fax --»
<telecom valu%"mailtq:C.3.4.8"/>

<!-- VC.3.4'.8 : Sender's E-mail Address -->

25 HEE C’Jﬁéﬁﬁ%llﬁbf"hi\'z&cy“7271—'\"5‘ (C.2.r.2.7)

"Privacy" & 7R3 7, ICHE2B TI2RfFE T3 L telecom & F— A DI null
flavor=MSK O #HEREL TV 5,

&l - |
<telecom value="tel:" nullFlavor="MSK"/>

<1--C.2.r.2.7: Reporter's Telephone.is Masked for Privacy ~->

ZATEEOHLT Onull flavor THERWE & ITEET 5,

26. b 54 AR H—HHRA LSRR (D2.21b)

<subjectOf2 typeCode="SBI">
<0bservat10n moodCode="EVN" classCode="OBS">

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

- <value xsi:type="PQ" value="1" unlt—"{trunester}“b

</observation>

</subjectOf2>

2.7. ERRVRE, Ax—<R null flavor #RDTVBHEED (B HEEHSE) OB
(Gk23r1)
<ingredient classCode="ACTI">

<quantity>
<numerator value="10" unit="mg"/>
<denominator value="1"/>

</quantity> _

<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name nullFlavor="UNK"/> |

<fingredientSubstance>
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</ingredient>

28, EBIERIZIY 5 EEEEEROH

<component typeCode="COMP"> 7
<causalityAssessment classCode="OBS" moodCode="EVN">
<gode code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1 .19" displayName="causality"/>
<value xsittype="ST">G.k.9.1.2.r.3</value> |
<methodCode>
<originalText>G.k.9.i.2.r.2</original Text>
</methodCode> '
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code>
<originalText>G.k.9.i.2.r. 1</original Text>
</code> )
</assignedEntity>
</author>
<subjectl ly;;eCUdc="SUB]">
<adverseEffectReference classCode="OBS" moedCode="EVN">
<id root="154eb889-958b-4512-a02{-42d4d6{46571"/>
</adverseEffectReference> -
</subjectl>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3¢91b4d5-¢039-4a7a-9¢30-6767 [ b0efDed" />
</productUseReference>
</subject2>
</capsalityAssessment>

<fcomponent>
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. BEA 17\’5' VAITOVWTOEERE $Iﬁ

BHA VAZ VAT, £7—FHEAO XML BT 2RBFEERTID, EREOME
_®ﬁbULEm(m)@%T—ﬁﬁﬁwﬁﬁﬁvmrénrmé %5~ F EH DL F
XML Fiza Ay b LTRENTND,

:~F#QMTb5ﬁuy%®:—b®7#zL(7&»)%Aﬁm% EAIREZR & DI
display name \Z7R ‘?—n_'

BRA VAT R LEET D XPathFiﬁfi%l (D) Hﬁ:ﬁ_ﬁﬁﬁéhfb\é

@E®$~5ﬂﬁwwﬁ@5%u\ﬂmqu—& @m—»hi@%@i@ﬁﬂﬁ%
EZBHIRENEV. B2 ICH Bl Wik, 141 (F) ®ICHE2B =— FV R L
%&ﬁWG%@%@:&D

BHEECHOBRERERE (Gkdrll) OFEMET, BEEMFROA—TFA TR a
RO ELDANTHE (A VR0 RRUT U bV FOBER) 2N TAATS,
OSBRI AN FIZ72 - fo'inboundRelationship' s LTAAL, BEa—FEUTa—
RibEnER L AR OBRF 2R — M4 7V~ ara— FLEOHEAGY
CERWTET,

<outboundRelationship2typeCode="COMP">

<substanceAdmm1stratmnclassCode—"SBADM"moodCode "EVN'">
<inboundRelationshiptypeCode="REFR">
<gbservationclassCode="0BS"moodCode="EVN">
<code code="parentRouteOfAdministration"
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"/>
<valuexsi:type="CE" code="G k.4.r.11.2b" .
codeSystemn="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 -->

<~ Gk4r1l2b: Parent Route of Administration TermID #1-1 -->
<griginal Text>G.k4.r.11. 1</or1g1naIText>
<1—- G.k.4.1.11.1: Parent Route of Administration (free text) #1-1 >
<fvalue>
</observation?,
<finboundRelationship>

</substance Administration> -

</outboundRelationship2>
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Iv. &
ICSR A v —JBit % E2B (R3) F—FHE#E

T ENT AN, ICSR A vE—UIZRBT 5 E2B (R3) T —H#IEHE OFRIC-WT
HIALTWA, 8BAVAFVAD XML # 713 E2B (R3) T—FEBEIZIN—71k
SNTEY, ZNIC KV FAFRT —ZHEORYELY vy 7 RUOBEEE LR
AL ENTEBD AXEOBMITHLT ICESS XML A v E—IC8E L BWRIASRIC
HUTBRA VAZVADERPBEHITTH L THAHD, AXERIEOAELE
HEHFINEWIREELR A = LICEET 5,
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