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2. B0 XML EBIZET 5 XML ¥ A

ICSR # v - Iz T, K45 ® E2R (R3) F—FHEB TIE XML @ 1 >0t F
ERRAF - IV ERINTVWAR, ~HOT —FEE CREZOFTRFERTRIR
T3, ISOHL7ICSR EFMIZHBWT E2R (R3) F—FEHB DEXIIBAHELEEY

R— " T 57D EEDO XML 2— FMEOFERFEEL, 2O L2 TR LTS,
AF— BV UIIRER T —FRROBSEEZER L2iThidz b ien, il #5
EIHH OFFIFROBEN. (Gk4r3) 12k, Tfeyclical (BA#RY) 1 . Tasnecessary (&
ER) | RO Ttotal (£FF) 1123 LT UCUM R UPE UCUM = — RDENRH 5, Gkar3
DfEH Ttotal (§FF) | XixZFOMOEDEES, B#E5E (B (Gkdrla) EOREE
(BfL) (Gk4rlb) OXMLIZER %, T—2ZEHAOHEAEDLEICEATLI LS 120
Bl LT, BEA (Eid) . £TH (Ei5) RUEGEHE (EBi6) BH5, 3507 —
FEEOTNTHERREINNTNBIHE TG H s FEEOABRMER IR TWAE

A, BB HLI F— 4R UVBHENP AT —<ICLVERESNS, FRERIZIINLOH
WX B XML A &R, '

21 BifSH. #T B RORBESE

EHEH A4 FIABEOERL— L ORI T, 300F —ZEBD 5 B2 AFT S
HH IV,

2.1.1. E.id4 [EHA) ROELS BTH] WAHTIH, Ei6HEHME AHLRWY

<observation classCode="OBS" moodCode="EVN">
<id root="154¢b889-958b-4 5{2-a02f-42d4d6f46571" />
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayName="reaction"/>
<effectiveTime xsi:type="IVL_TS§">
<low value="20090101"/> '
<I-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<!-~ E.i.5: Date of End of Reaction / Event -->
<feffectiveTime>

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

<!-- 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>

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

212. Eid BHA) CUIELS THTR) ) RUEL6 TREHH) ADTS

<observation classCode="0BS" moodCode="EVN">
<id root="154eb38 89-958b-45f2-a02'f-42d4d6f4657f"/>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1 19"
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displayName="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"/>
<l-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
<feffectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.1.2.1a"> ' :

© <I--E.i.2.1a: MedDRA Version for Reaction / Event -->
<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<original Text>E.i.0.a</original Text>
<original Text language="E.i.1.1b">E.i.1.1a</original Text>
<!-E.i.1a: Reaction / Event as Reported by the Primary Source in Native Langunage ‘

<fvalue>

2.1.3. E.id4 [#W|HE] | Ei5 T%TEJ.\ EUEL6 [FReHIM) TAT3

<observation classCode="OBS" moodCode="EVN">
<id root="154cb889-958b-452-a02f-42d4d6f4657{" />

<code code="29" codeSystemn="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="20090101"/>
<|-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<.~ E.i.5: Date of End of Reaction / Event -->
</comp>
<comp xsi:type="IVL_TS" operatoﬁ"A">
<width value="24" unit="h"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<l-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
</comp>
</effectiveTime>

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

<1--E.i2.1a: MedDRA Version for Reaction / Event -->

ICHICSR L#ifidigeR . 2014411 510 B
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<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology—>
<originalText language="E.i.1.1b">E.i.1,1a</originalText>

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

<!l-~ E.i.1.1b: Reaction / Event as Reported by the Primary Source Language
>

<fvalue>

214. Gkdrd (FHEE] RUGKk4rS TR CAHTIR, Gkdr6 ZIEAH LR

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.1.8</text> '
<!-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="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"/> ’
<l-- 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>

<feffectiveTime>

215  Gkdrd TBEB) (X Gkdrs [ ¥THI ) ROEGkArGIZAATS

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.kA.r.8</text>
<!-- G.k.4.1.8: Dosage Text -->
<effectiveTime xsiitype="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G .k.4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<I-- G.k4.r.3: Definition of the Time Interval Unit -->
<fcomp>

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

ICH ICSR. EEHiFROiE S 2014%E 115100
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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 (number) -->

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

</effectiveTime>

2..6. Gkdar2 REGkAr3 ITHAHDLARNAE, Gkdrs, Gkd7 Xk Gkire DWVTh
DEANTS

ORE AX—vT I — kBT A7), T —F BIFIVL_TSX3PIVL_TS TR ITR bRy,
SXPR_TSIZEF A SRRV, . '
IVL _TSDH :
<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/> -
<l-- G.k.4.r.4: Date and Time of Start of Drug -->
<width value ="4" unit ="G.k.4.6b"/>
<!-- G k.4.r.6a: Duration of Drug Administration (number) -->
~ <l-- G.k.4.1.6b: Duration of Drug Administration (unit) -->
<feffectiveTime>

PIVL_TSDb 3 10041
<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.9</text>
<l-- G.k.4.r.9: Dosage Texf -->
<effectiveTime xsi:type="PIVL_TS">
- <period value="10" mit="G kA4.r.4">

<1-- G.k.4.r.3: Number of Units in the Interval -->

<l-- G.k.4.r.4; Definition of the Time Interval Unit -->
<feffectiveTime>

217,  Gkdrd [B#ER) | Gkdrs RTH] . RFGk4rs MG W ANT5

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k4.r.8: Dosage Text -->

ICH ICSR HEHiTRIIE 4R WI4E11 108
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<effectiveTime xsi:type="SXPR_TS">
<comp xsi;type="PIVL_TS8">
<period value="10" unit="G.k.4.r.3"/>
<! G.k.4.1.2: Number of Units in the Interval -->

<!l-= G.k.4.r.3: Definition of the Time Interval Unit -->

’

</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<!-- G.k.4r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!-- G.k4.r.5: Date and Time of Last Administration -->
</comp> -
<comp xsi:type="IVL_TS" operator="A">
<width value="24" unit="h"/>'
<!-- G.k.4.1.6a; Duration of Drug Administration (number) -->
<I-- G.k.4.1.6b: Duration of Drug Administration (unit) -->
</comp>

<feffectiveTime>

2.2, F BEHER
221. F.r32 HERUOBEF

22.1.1. & (# : "10 mg/dL")

Z0%E, HLT D'value"EBiX 1 - D"center"TE B TR SN B,

<value xsitype="IVL PQ" >
<center value="10" unit="mg/dl" />

<fvalue>

2212 EEXVRZN @ > 16 mg/dL")

ZOE4E, HLT &)"value"fﬁ B i ow B R U high E O E TR S h 3, BEFILY
REWV]BEIX, ENEROREIZL W RENS (725, null flavor"PINF" 2 /) .
B inclusive"ld, FREFHBEE (F7bb, FAF) THD I & 2RI false"lIZRE
ah3, .

<value xsi:type="IVL_PQ" >
<low value="10" unit="mg/dl" inclusive="false"/>

<high nullFlavor="PINF"/>
<fvalue>
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2.2.1.3. X YAEV (B "<10 mg/dL")

ZOBA . HLT O value"E B i "lowE R M highE0HEB THER s S, BREFILY
AEV BRI, ADEROEEIZ L W REND (7205, null flavorNINF' 2 £ H) .
B iE inclusive"id, FREFHE (T72bbh, A% THHI LRI o) false"ITRE
Ehb, '
<value xsi:type="IVL_PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dl" inclusive="false"/>

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

Z DA VHLT O'value"H B 13 ow" LR U high ED#EEA CTHER S 5, REF L L)
DFENE, EQEROBMHEICL VRERS (725, null flavor'PINF" 2 ) . B
fE"inclusive"td. RAETHD Z L ERTIDMue"ICRE SN D,
<value xsi:type="IVL_PQ" >
_ <low value="10" unit="mg/dl" inclusive="true"/>
<high nullFlavor="PINF"/>

<fvalue
N 2215 T (B : "<=10 mg/aL")

Z OBA, HLT O"value"HE B iX"low" R Uhigh"EO#E THR s h 5. IBREF TLD
INEW BRI AOEROEEIZL YV RENS (T725, null flavor"NINF' 24 H) .
Bf"inclusive"lX, BETHDH I LE2RTHED"ICREEIND,
<value xsi:type="IVL_PQ" >
<low nuliFlavor="NINF"/> .
<high value="10" unit="mg/d1" inclusive="true"/>

</value>
222 F.r.3.2 X' Fr3.3

<pbservation mopdCode="EVN" classCode="0BS">

<code code="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-- F.r.2.1b: Test Name (MedDRA code) -->
<originalText>F.r.2.i</originalText>
<l-- F.r.2.1: Test Name (free text) -->
</code>
<effectiveTime value="20090101"/>

ICHICSR Hfifih & : ‘ 20045211 5108 -



2.2.3.

2.2.4.

(BIA3)

<l-« Fr.1: Test Date -->

<value xsi:type="IVL_PQ">
<center value="10" unit="mg/d1"/>
<!-- F.r.3.2: Test Result (Vaiue) -->
<!-- F.r.3.3: Unit >

</value>
F.r3.1

<observation classCode="OBS" 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 > .

<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="0BS" 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"/>

2.3.

2.3.1.

ICHI

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

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

G.k.4 %E’—iﬂ@ﬁ]
1Y%y 1/E

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 per day</text>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp> -
<feffectiveTime> ‘

</substanceAdministration>

CSR HEeiROie & 2014411 A 10 H
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</outboundRelationship2>

232, 1H%%D 16/H

<outboundRelationship2 typeCode="COMP">
<substance Adminisiration classCode="SBADM" moodCode="EVN">
<text>1 tablet per day </text>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS"> _
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="1" unit="{DF}"/>
<cbnsumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode> '
<originalText>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
<fconsumable>

</substanceAdministration>

</outboundRelationship2>

2.3.'3. 18 1E., 1/48/H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS8">
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="0.25" unit="{DF}"/>
<consumiable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
: < <originalText>Tablet</originalText>

ICHICSR H:Hifo1548 ' 20144E 11 A 10 H
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P </formCode>
</kindOfProduct>
<finstanceOfKind>
</consumable> '

</substance Administration>

<foutboundRelationship2>

234. ®Wi1ME, 64 /H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">-
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="w"/>
<fcomp>
<feffectiveTime>
<doseQuantity value="6" unft=" {DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
. <formCode>
<griginal Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
<fconsumable>

<fsubstanceAdministration>

</outboundRelationship2>
235 18020, 1&/H

fil 1
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_TS">
<period value="12" unit="h"/>
<fcomp>

<feffectiveTime>

ICH ICSR B:HTROTE R ' 2014 11 A 108
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<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceQdKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<priginal Text>Tablet</original Text>
<fformCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substanceAdministration> ,

</outboundRelationship2=>

2
<putboundRelaticnship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="2" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="M1ViAT" determinerCode="KIND">
<formCode>
<originalText>Tablet</original Text>
" <fformCode> |
</kindOfProduct>
<finstanceOfKind>
<fconsumable>

</substance Administration>

<foutboundRelationship2>

236. 1R 4FE, 7.5mg/H

i1
<putboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN"> ‘

ICHICSR HHTAUTS R o 2014F11 A 10 B
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<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="6" unit="h"/~>
</comp>
</effectiveTime>
<doseQuantity value="7.5" unit="mg"/>
</substanceAdministration™>

</outboundRelationship2>

B2
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_T8">
<period value="1" unit="d"/->
<fcomp>
<feffectiveTime>
<doseQuantity value="30" unit="mg"/>
</substance Administration™>

</outboundRelationship2>

23.7. 1B 1ME, 15mL/E

<putboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">

<effectiveTime xsi:type="SXPR_TS">

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

<fcomp>

<feffectiveTime>

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

</substanceAdministration>

<;’ outboundRelationship2>

238, 2RB1E. 16/E

<gutboundRelationship2 typeCode="COMP"> '
<substanceAdministration classCode="SBADM" moodCode="EVN">
<gffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS8">
<period value="2" unit="d"/>
</comp>

</effectiveTime>

ICH ICSR #7A9iE4R 2014411 5 10 H
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<doseQuantity value="1" ‘unit="{DF}"!>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
ékindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<griginal Text>Tablet</original Text>
<fformCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

239, WEAE. 1&/H, B#ER. £TA !

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS"> A
. <comp xsi:type="PIVL,_TS">
<periodunit="{as necessary}"/>
</cc;mp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
<fcomp>
</effectiveTime>
<doseQuantity value="1" unit="{DF}"/>

2.3.10. A, 20 mg/ H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effect1:ve’l‘ime xsi:type="PIVL_T§">
<periodunit="{as necessary}"/>
<feffectiveTime>

<doseQuantity vaiue="20" unit="mg"/>

ICHICSR H:AiFp0fEHR
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2311, A, 500 mg B, BB, BTH

éoutboundRe]ationshipZ typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR__TS">
<comp xsi:type="PIVL_TS">
<periodunit="{cyclical }"/>
<fcomp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>
<feffectiveTime>

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

2.3.12.  JEHiH. 500 mg

<putboundRelationship2 typeCode="COMP">
<substanceAdministration ¢lassCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL_TS">
<periodunit="{cyclical}"/>
<feffectiveTime>

<doseQuantity value="500" unit="mg"*>
2.3.13. 520,000 mg, PR, BTH

<substanceAdministrationclassCode="SBADM" moodCode="EVN">
<effectiveTimexsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodunit="{total }"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="201005/>
</comp>
</effective Time>
<doseCheckQuantity>
<numerator xsi:type="PQ" value="20000" unit="mg"/>
<denominator xsi:type="PQ" nullFlavor="UNK"/>

</doseCheckQuantity>

ICHICSR HHiaotE%h
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2.4. BEE. Fax, BFA—N (C3.4.6, C34.7, RUC3.48)

HL7 telecom 7 — # Bl O -
<telecom value="tel:C.3.4.6"/>
<!-- C.3.4.6:; Sender's Telephone >
<telecom value="fax:C.3.4.7"/>
<!-- C.3.4.7: Sender's Fax -->
<telecom value="mailto:C.3.4.8"/>

<l-- C.3.4.8 : Sender's E-mail Address -->

2.5, BEFHOBESZITH LT Privacy" 27 (C2.r2.7)

"Privacy" &~ 7z, ICHE2B THFEFIZR L telecom A F— ADERIT null
flavor=MSK DEREZHE L TV D,

i — |
<telecom value="tel:" nullFlavor="MSK"/>

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

T ITEEOHL 7Ol favor TIX AR VW2 S ITEET B,

2.6, FIA AAZ—EMHM UEREE (D.2.21b)

<subjectOf2 typeCode="SBJ">
<observation 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" unit="{trimester}"/>

</observation>

</subjectOf2>

2.7. EBRVRE, ZAF—<3 pull flavor ZRDTWIBED (3 HERSE) OF
(G.k23.r.1)

<ingredient classCode="ACTI">
<quantity> |
<numerator value="10" unit="mg"/>
<denominator value="1"/>
</quantity> .
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name mullFlavor="UNK"/> . v 7

<fingredientSubstance>
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</ingredient>

2.8. HEWERC BT 5 EEBHEEROH

<component typeCode="COMP">
<causalityAssessment classCode="OBS" moodCode="EVN"> .
<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayNa:nc="cgusality"/>
<value xsi:type="ST">G.k.9.i.2.r.3</value>
<methodCode>
<original Text>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</originalText>
</code> )
<fassignedEntity>
<fauthor>
<subject] typeCode="SUBI"> .
<adverseEffectReference classCode="0OBS" moodCode="EVN">
<id root="154eb889-958b-45{2-a02f-42d4d6f4657f"/>
<fadverseEffectReference> A
</subject]>
<subject2 typeCode="SUBI">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3¢91b4d5-2039-4a7a-9c30-67671b0eiSe4"/>
</productUseReference>
</subject2>
</ca}15alityAsscssment>

</component>
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N BEA VAL VRITONTOEESIE

o« BRA VAT AT, BT —FEAO XML IZBITAERFEERT =D, EEOM
Db YITEZB (R3) @%T“?ﬁﬁ@lﬁﬁﬁ%#ﬂ‘é#’bflﬂé &5 — FEE QL
XML Bz A b e LTRENTWVD,

« A FRKETHIHE. TNI—FOFER b (590) EAMPSHETERE S
display name \Z7RT, ,

« BRAVAZALEET S XPath [T (D) &*HE%H@&S%TU\ZDG

« HEOF—FHRPQTHBEHE, HLTPQ F—4EDN—/MT LY ZDBO¥IZS
A TREREV, B9 ICH Bz oW TiE, #1481 (F) ®ICHE2B =— FVU X b
25 RV 26 O L

« BERUCEHOBERRE (Gk4rll) OBF@EMEE, ERREFROF—HFAFEIay
RDHB Y B LDOANTHEE (130 FRUT U 30 FOBR) # AWTANT S,
BHOBERBIZI AN/ o inboundRelationship' & LTAA L, B2 — FERa—
RibE3niFRE EREROME LR 23 7P~ 3 ra— FLEDHEGE

CRAWTET,

%l :
<outboundRelationship2typeCode="COMP">
<substanceAdministrationclassCode="SBADM"molodCode=“EVN“>
<inboundRelationshiptypeCode="REFR">
<observationclassCode="0OBS"moodCode="EVN">

<code code="parentRouteQfAdministration"
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.1 1.2a">

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

<I-- G.k.4.1.11.2b: Parent Route of Administration TermID #1-1 -->
<originalText>G k.4.r.11. 1</0r1g1na1Text>
<l-- G.k.4.r.11.1: Parent Route of Administration (free text) #1-1 >,
<value>
</observation>
</inboundRelatiolnship>
</substance Administration>

" <foutboundRelationship2>
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Iv. &%

ICSR A v — BT 5 E2B (R3) F—XIH P

T ENT 7 ANME, ICSR A v E—PIZRIT 5 E2B (R3) 7 —FEB O#IZ oW T
HBALTWE, BRAVAZVAOXML 4 i3 E2B (R3) F—FEBGIZ I A—7L
ENTEY, TNIZEVFIAERT —FBEEORVIEL 0y 7 RUMBEEEHRT
AZLPTEBR, ANEOBRITHL7 iTE S XML A v E— 28 L RWRIHEID
RLUTBEBA VAT ADRREBRRITTAZ L TH B0, ALERVBIOATLIE
REHFENROEREERD D - LITEET B,
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