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=~ EZ2BR

(-) &%t 5 24k ICHE2B (R3)H P + M3 25 BT Q3 % & it

ﬁ_rﬁ *

3 %% b

o B & 2 % TISO/HL7 27953-2: 2011 Health informatics --

Individual case safety reports (ICSRs) in pharmacovigilance -- Part 2:

Human pharmaceutical reporting requirements for ICSR ;2 %% & & 4e*if i

2:F5p 71 1SO e = % R (http://www.iso.org/iso/store.htm) - ICH ICSR

BTSSR 1 A R e

( The ICHICSR

cA PA
Identification of the Case Safety Report ® 1.1 1.1

D
Patient characteristics

C.2r 3 o PY <
Primary source(s) of information 1..n 1..n

E.i
Reaction(s) / Event(s)

Information

c.3
on Sender of Case Safety
Report

F.r
Results of tests and procedures relevant
to the Investigation of the Patient

G.k
Drugis) Information

St

° 0—<

G4 9 O .—<
Literature Refrerence[s} 0..n 1...n

>—o -—

c.5
udy Identification

H
Narrative Case Summary and Further
Information

1 10 Many (1..n}
Mandatory

1t01
Mandatory

Optiaral

1t01(0..1)

Optional

—e4
— ]

O < 1 to Many (0..n)
e

(=) TFDA if 4% % ¥2 ICH E2B R3 B B 7 4 PR 4o

TFDA 7R =

ICH E2B(R3)%t A& i~

7oA R AL

w2 p

E.i.4 - Date of Start of Reaction /
Event

p 2

iiz*;ﬁ—‘ﬁz%ﬁfrﬂ Hp

C.1.4 - Date Report Was First
Received from Source

p Ay
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http://www.iso.org/iso/store.htm

LERP K@ A v TR
Bhn e 3 Ak & < B F ERE
& kR
¥ il 5F £ v #&F R
Bl RRp:! D.1.1.2 - Patient Medical Record | < # %
Number(s) and the Source(s) of
the Record Number (Specialist
Record Number)
Fo il 3R H k) D.1.1.3 - Patient Medical Record | < #%
gL Number(s) and the Source(s) of
the Record Number (Hospital
Record Number)
e D.5 - Sex v #&F
i p D.2.1 - Date of Birth p gy
BERELR R D.2.2a/D.2.2b - Age at Time of BT
s # & Onset of Reaction / Event
< HEE D.2.3 - Patient Age Group (as per | * ¥
reporter)
e (kg) D.3 - Body Weight (kg) #F
£3 (cm) D.4 - Height (cm) #F
P AEERSE E.i.3.2 - Seriousness Criteria at < BHBF
Event Level
7= p D.9.1 - Date of Death p
7= 7] D.9.2.r.2 - Reported Cause(s) of | *© #&*F
Death (free text)
ENEE UL H.1 - Case Narrative Including v #&F
Clinical Course, Therapeutic
Measures, Outcome and
Additional Relevant Information
Tt e i Y = v TR
B ApBE R H.2 - Reporter's comments v T
AR ERBER E.i.7 - Outcome of Reaction / < BF
* Event at the Time of Last
Observation
F AR sk E.i.1.1a - Reaction / Event as < BF
Reported by the Primary Source
in Native Language
W P F.r.1 - Test Date p AP
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e R F.r.2.1 - Test Name (free text) < &F

Heoh it % F.r.3.2 - Test Result v #\F
(value/qualifier)

WSk % H F.r.3.3 - Test Result (unit) v #eF

A4t F.r.3.4 - Result Unstructured Data | * #F
(free text)

TV R G.k.3.1 - Authorisation / v #&F
Application Number

gz G.k.2.3.r.1 - Substance/ Specified | < #%
Substance Name

R G.k.2.2 - Medicinal Product Name | 2 #%
as Reported by the Primary
Source

R G.k.3.3 - Name of Holder / v T
Applicant

7 E G.k.2.3.r.3 - Strength (number) #wF

ZEHE® G.k.2.3.r.4 - Strength (unit) < HBF

iy G.k.4.r.9.1 - Pharmaceutical Dose | * # %
Form (free text)

E R G.k.4.r.1a - Dose (number) #wF

HEH G.k.4.r.1b - Dose (unit) < HBF

I G.k.4.r.2 - Number of Units in the | #%
Interval

LA R G.k.4.r.3 - Definition of the Time < e
Interval Unit

AZde p g G.k.4.r.4 - Date and Time of Start | P #F
of Drug

=& p G.k.4.r.5 - Date and Time of Last | P #
Administration

R T G.k.4.r.8 - Dosage Text < #kF

HERT G.k.4.r.10.1 - Route of v #&F
Administration (free text)

FEL G.k.4.r.7 - Batch / Lot Number ~ &F

s glp # T F LR

Fe ¥ A G.k.8 - Action(s) Taken with Drug | < #%

A EILTF IR | Gk9.i4 - Did Reaction Recuron | < #F

P F &

Re-administration?
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A E2B R3 $#+ =k + @3k iF

() P BHFHRA LB E ICHE2B (R =% @i afe 2 xml g ¢ 5 15 &5 if
ez xml  tp enzip B o 5 - 23 AF REEF AR
<PORR_IN049016UV></PORR_IN049016UV> ¢ % -

(=) 405 zip BREH > PRSP EF P 7 - Bavxml o e - B
RF e Z S BHAFRRENGE o

(3)%i%%ﬁﬁ§@R3%%:

<?xml version="1.0" encoding="UTF-8"?>
<MCCI_IN200100UV01 ITSVersion="XML_1.0"
xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UV01.xsd"
xmlns="urn:hl7-org:v3"
xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance™>
<id extension="[ Batch Number]"
root="2.16.840.1.113883.3.989.2.1.3.22"/>
<creationTime value="[Date of Batch Transmission]"/>
<responseModeCode code="D"/>
<interactionld extension="MCCI_IN200100UV01"
root="2.16.840.1.113883.1.6"/>
<name code="[ Type of Messages in Batch]"
codeSystem="2.16.840.1.113883.3.989.2.1.1.1"/>
<PORR_IN049016UV>

[H - A AR

</PORR_IN049016UV>
<PORR_IN049016UV>

o Bkl AR

</PORR_IN049016UV>
<receiver typeCode="RCV">
<device classCode="DEV" determinerCode="INSTANCE">
<id extension="[Batch Receiver Identifier]"
root="2.16.840.1.113883.3.989.2.1.3.14"/>
</device>
<[receiver>
<sender typeCode="SND">

20



<device classCode="DEV" determinerCode="INSTANCE">
<id extension="[Batch Sender Identifier]"
root="2.16.840.1.113883.3.989.2.1.3.13"/>
</device>
</sender>
</MCCI_IN200100UV01>

(z) P % % 33 A% & Batch Acknowledgement » e + @4 % i 2 gfﬁ#,@%&
ik RS
(T)AhE2r @i & «bg piT— R3 ‘ﬁ%ﬁ?’“ﬂr}a %1*“*& s T L E N A u

B BB BTN o & KR AT RS ERR R

2020.!’6,"10 1o TR ST - |

U L BRI

2015227 2015227

JE. 1B Waridwida (T 16,182 First Sander of TTvs Case.
Us-obsEudy RITESTCABEDI Other
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- 1 10,7 A0(E} af ther £ ke fepart
G LT T-Wfrwids UR0 of Me Linked fepodt |
US-0bsStudy-RITESTCASED4
fC- 1.11. 1-Roport Nuffibat 16111 2-Roason for Nutiication/ Amendimet

() dek @S P S BERE R ARG A

“% 4:4
_3'1
¥
-
—=\
W
i
|
I
(3%
At

TRk R - AT B R R
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N.1 N.1.2 N.1.2 Batch Number 2.1.322
I N.LS nig  Date of Batoh
ransmission
Type of Messages
N.1 N.I.1 N.1.1 in Batch 2111
N.2 N.2.r.1 N.2r.1 Message Identifier 2.1.3.1
N2 Nard  Norg  Date of Message
reation
N.2 N.2r3
N.2 N.2r3
Message Receiver
N.2 N.2r3 N.2r.3 Identi 21312
entifier
N.2 N2r3
N.2 N.2.r3
N.2 N.2r2
N.2 N.2r.2
Message Sender
N.2 N.2r2 N.2.r.2 Identifier 2.1.3.11
N.2 N.2r.2
N.2 N.2.r.2
HL7Trigger 2.16.840.1.11
EventID 3883.1.18
C C.l12 C12 Date of Creation
Sender's (case)
C C.1.1 C.11 Safety Report 2.1.3.1
Unigue Identifier
Worldwide Unique
C C.1.8.1 C.1.8.1 Case Identification 2132
Number
2.16.840.1.11
3883.5.4
Case Narrative
Including Clinical
Course,
H Hi HA "\I;Iherapeutlc
easures,
Outcome and
Additional
Rel t
C C.l4
Date Report Was
C C.l4 C14 First Received
from Source
C C.14
Date of Most
C C.15 C.15 Recent
Information for.
C Clé6lr Rl C.l6.1r1,2
C Clé6lr Rl C.l6.1r1,2
C Clélr Rl C.l6.1r1,2 2.1.1.27
Documents Held
C Clé6lr Rl C.1.6.1r.1,2 C.1.6.1.r.1 by Sender (repeat
as necessarv)
Included
C Clé6lr Rl C.1.6.1.r.1,2 C.1.6.1.r.2 Documents
C Clé6lr Rl C.l16.1r.1,2
C C.l6lr Rl C.1.6.1r.1,2
C Clé6lr R2 C.l6.1r1,2

<2xml version="1.0" encoding="UTF-8"?>
<MCCI_IN200100UVO01 ITSVersion="XML_1.0" xsi:schemaLocation="urn:hl17-org:v3 MCCI_IN200100UVO01.xsd" xmlns="urn:hl7-org:v3" xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instar
<id extension="N.1.2" root="2.16.840.1.113883.3.989.2.1.3.22"/>

<creationTime value="20101214151617"/>

<responseModeCode code="D"/>
<interactionld extension="MCCI_IN200100UV01" root="2.16.840.1.113883.1.6"/>

<name code="N.1.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.1" codeSystemVersion="1.01"/>

PORR_IN049016UV>

<id extension="N.2.r.1" root="2.16.840.1.113883.3.989.2.1.3.1"/>
<creationTime value="20101214151617"/>

<interactionld extension="PORR_IN049016UV" root="2.16.840.1.113883.1.6"/>
<processingCode code="P"/>

<processingModeCode code="T"/>

<acceptAckCode code="AL"/>

<r_eceiver typeCode="RCV">

<device classCode="DEV" determinerCode="INSTANCE">

|<id extension="N.2.r.3" root="2.16.840.1.113883.3.989.2.1.3.12"/>

|</device>
</receiver>
<sender typeCode="SND">

<device classCode="DEV" determinerCode="INSTANCE">
|<id extension="N.2.r.2" root="2.16.840.1.113883.3.989.2.1.3.11"/>

|</device>
</sender>
<control ActProcess classCode="CACT" moodCode="EVN">

<code code="PORR_TE049016UV" codeSystem="2.16.840.1.113883.1.18"/>

|<effectiveTime value="20101214151617"/>
<ﬂlb ject typeCode="SUBJ">
<investigationEvent classCode="INVSTG" moodCode="EVN">

<id extension="C.1.1" root="2.16.840.1.113883.3.989.2.1.3.1"/>

<id extension="C.1.8.1" root="2.16.840.1.113883.3.989.2.1.3.2"/>

<code code="PAT_ADV_EVNT" codeSystem="2.16.840.1.113883.5.4"/>

<text>H.I</text>

<statusCode code="active"/>
<effectiveTime>

<low value="20090101"/>
|</effectiveTime>
<availabilityTime value="20090101"/>

<reference typeCode="REFR">
document classCode="DOC" moodCode="EVN">
<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.27" codeSystemVersion="1.0" displayName="documentsHeldBySender"/>

<title>C.1.6.1.r.1</title>

<text mediaType="application/pdf" representation="B64">C.1.6.1.r.2</text>
/document>

|</reference>

<reference typeCode="REFR">




document classCode="DOC" moodCode="EVN">

<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.27" codeSystemVersion="1.0" displayName="documentsHeldBySender"/>

<title>C.1.6.1.r.1</title>

<text mediaType="image/jpeg" representation="B64" compression="DF">C.1.6.1.r.2</text>
/document>
|</reference>
<reference typeCode="REFR">
document classCode="DOC" moodCode="EVN">
<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.27" codeSystemVersion="1.0" displayName="literatureReference"/>

<text mediaType="application/pdf" representation="B64">C.4.r.2</text>

<bibliographicDesignationText>C.4.r.1</bibliographicDesignationText>

/document>
|</reference>
<reference typeCode="REFR">
document classCode="DOC" moodCode="EVN">
<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.27" codeSystemVersion="1.0" displayName="literatureReference"/>
<text mediaType="application/pdf" representation="B64">C.4.r.2</text>

<bibliographicDesignationText>C.4.r.1</bibliographicDesignationText>

/document>

C Clélr R2 C.l.6.1r1,2
C Clo6lr R2 C.16.1.r.1,2 2.1.1.27
Documents Held
C Cl6lr R2 C.1.6.1r.1,2 C.1.6.1.,r.1 by Sender (repeat
as necessarv)
Included
C Clélr R2 CLO61r1,2C16.0r2 o 0 e
C Clélr R2 C.l6.1rl,2
C Cl6lr R2 C.l.6.1rl1,2
C Cér RI Cd4rl,2
C Cér RI Cé4rl,2
C Cér RI Cd4rl,2 2.1.1.27
Included
C Cdr R1 Cdrl,2 C4r2 Documents
c car R C4rl,2 Cary  Llterature
v Reference(s)
C Cdr R1 Cd4rl,2
C CAr R1 Cdurl,2
C Cdr R2 Cd4rl,2
C Cdr R2 Cd4rl,2
C Cdr R2 Cd4rl,2 2.1.1.27
C C4r R C4rl,2 Carp  Included
v Documents
Literature
C Cdr R2 Cdrl,2 Cdrd Reference(s)
C Cér R2 Cd4rl,2
C Car R2 C4rl, 2
Patient (name or
D D1 D1 initials)
D DS D.5 Sex 1.0.5218
D D.2.1 D.2.1 Date of Birth
D D.I9.1 D.9.1 Date of Death
D D.1.1.1
Patient Medical
Record Number(s)
and the Source(s)
D D.1.1.1 D.1.1.1 of the Record 2.1.3.7
Number (GP
Medical Record
Number)
D D.1.1.1 2.1.14
D D.1.1.1
D D.1.12
Patient Medical
Record Number(s)
and the Source(s)
D D.1.1.2 D.1.1.2 of the Record 2138
Number (Specialist
Record Number)
D D.1.12 2.1.14
D D.1.1.2
D D.1.13
Patient Medical
Record Number(s)
and Source(s) of
D D.1.13 D113 4 Record 2139
Number (Hospital
Record Number)
D D.1.13 2.1.14
D D.1.1.3
D D.1.14
Patient Medical
Record Number(s)
and Source(s) of
D D.1.14 D.1.1.4 the Record 2.1.3.10
Number

(Investigation

</reference>

component typeCode="COMP">

<adverseEventAssessment classCode="INVSTG" moodCode="EVN">
<s_ub ject] typeCode="SBI">
<RrimaryRole classCode="INVSBI">
<player] classCode="PSN" determinerCode="INSTANCE">
<name>D.1</name>
<administrativeGenderCode code="D.5" codeSystem="1.0.5218"/>
<birthTime value="20090101"/>
| <deceasedTime value="20090101"/>
<asldentifiedEntity classCode="IDENT">

<id extension="D.1.1.1" root="2.16.840.1.113883.3.989.2.1.3.7"/>

<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.4" codeSystemVersion="1.0" displayName="GP"/>
f/asIdemifiedEmity>

<asldentifiedEntity classCode="IDENT">

<id extension="D.1.1.2" root="2.16.840.1.113883.3.989.2.1.3.8"/>

<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.4" codeSystemVersion="1.0" displayName="Specialist"/>
f/asIdemifiedEmity>
<asldentifiedEntity classCode="IDENT">

<id extension="D.1.1.3" root="2.16.840.1.113883.3.989.2.1.3.9"/>

<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.4" codeSystemVersion="1.0" displayName="Hospital Record"/>
f/asIdemifiedEmity>

<asldentifiedEntity classCode="IDENT">

<id extension="D.1.1.4" root="2.16.840.1.113883.3.989.2.1.3.10"/>




D D.1.14 2.1.14
D D.1.14
D.10
2
D.10
D.10 D.10.1 D101 Eiaerni?écation
D.10 D.10.6 D.10.6 Sex of Parent 1.0.5218
D.10 D021 Doz  Dare of Birthof
D.10
D.10 D.10.2.2
D.10 D.10.2.2
D.10 D.10.2.2 2.1.1.19
D.10 D1022  D1022a (0 OTRErN D 10225 Age of Parent (it
D.10 D.10.2.2
D.10 D.10.2.2
D.10 D.10.3
D.10 D.10.3
D.10 D.10.3 2.1.1.19

Last Menstrual
D.10 D.10.3 D.10.3 Period Date of

Parent
D.10 D.10.3
D.10 D.10.3
D.10 D.10.4
D.10 D.10.4
D.10 D.10.4 2.1.1.19
D.10 DI04 Diog  Bodv Weisht (g
D.10 D.10.4
D.10 D.10.4
D.10 D.10.5
D.10 D.10.5
D.10 D.10.5 2.1.1.19
D.10 Dlos  Dios  HeiEht (emof
D.10 D.10.5
D.10 D.10.5
D.10
D.10
D.10 2.1.1.20
D.10 D.10.7.1r Rl
D.10 D.10.7.1r Rl

Medical History
b10 Dio7es R D07l DAL e DOt oo P
(MedDRA code)

D.10 D.10.7.1r Rl D.1
D.10 D.10.7.1r RI D1
D.10 D.10.7.1r RI D1
D.10 D.10.7.1r Rl D.1
D.10 D.10.7.1r RI D.1
D.10 D.10.7.1r RI D.1
D.10 D.10.7.1r RI D.1 2.1.1.19
D.10 D.10.7.1r RI D.10.7.1.r.5 D.10.7.1.r.5 Comments
D.10 D.10.7.1r RI D.10.7.1.r.5
D.10 D.10.7.1r Rl D.10.7.1.r.5
D.10 D.10.7.1r RI D.10.7.1.r.3
D.10 D.10.7.1r RI D.10.7.1.r.3
D.10 D.10.7.1r RI D.10.7.1.r.3 2.1.1.19
D.10 D.10.7.1r RI D.10.7.1.r.3 D.10.7.1.r.3 Continuing
D.10 D.10.7.1r RI D.10.7.1.r.3

<code code="4" codeSystem="2.16.840.1.113883.3.989.2.1.1.4" codeSystemVersion="1.0" displayName="Investigation"/>
|</asldentifiedEntity>
<role classCode="PRS">
<code code="PRN" codeSystem="2.16.840.1.113883.5.111"/>
ZassociatedPerson classCode="PSN" determinerCode="INSTANCE">
<name>D.10.1</name>
<administrativeGenderCode code="D.10.6" codeSystem="1.0.5218"/>
<birthTime value="20090101"/>
|</associatedPerson>
<§1b jectOf2 typeCode="SBJ">
<observation classCode="OBS" moodCode="EVN">
<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="age"/>
<value xsi:type="PQ" value="10" unit="D.10.2.2b"/>
|</observation>
5/subjectof2>
<s_ub jectOf2 typeCode="SBI">
<observation classCode="OBS" moodCode="EVN">
<code code="22" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="lastMenstrualPeriodDate"/>

<value xsi:type="TS" value="20090101"/>

|</observation>
flsubjec10f2>
<iubjec10f2 typeCode="SBJ">

<observation classCode="OBS" moodCode="EVN">
<code code="7" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="bodyWeight"/>
<value xsi:type="PQ" value="50" unit="kg"/>

|</observation>

5/subjeclof2>

<s_ub jectOf2 typeCode="SBI">

<observation classCode="OBS" moodCode="EVN">
<code code="17" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="height"/>
<value xsi:type="PQ" value="160" unit="cm"/>

|</observation>

flsubjec10f2>

<iubjec10f2 typeCode="SBJ">

<organizer classCode="CATEGORY" moodCode="EVN">

fcode code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.20" codeSystemVersion="1.0" displayName="relevantMedicalHistory AndConcurrentConditions"/>

<component typeCode="COMP">

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

<code code="D.10.7.1.r.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.10.7.1.r.1a"/>

<effectiveTime xsi:type="TVL_TS">

<low value="20090101"/>

<high value="20090101"/>

</effectiveTime>

outboundRelationship2 typeCode="COMP">

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

<code code="10" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="comment"/>
<value xsi:type="ED">D.10.7.1.r.5</value>

</observation>

/outboundRelationship2>

inboundRelationship typeCode="REFR">

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

<code code="13" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="continuing"/>
<value xsi:type="BL" value="true"/>

</observation>



D.10  D.10.7.1.cr Rl D.10.7.1.r.3
D.10 D.10.7.1r RI
D.10  D.10.7.1.r Rl
D.10 D.10.7.1r R2
D.10 D.10.7.1r R2
Medical History
0 D
(MedDRA code)
D.10 D.10.7.1r R2 D.10.7.1.r.2,4
D.10 D.10.7.1r R2 D.10.7.1.r.2,-D.10.7.1.r.2 Start Date
D.10 D.10.7.1r R2 D.10.7.1.r.2,.D.10.7.1.r.4 End Date
D.10  D.10.7.1.0 R2 D.10.7.1.r.2, 4
D.10 D.10.7.1r R2 D.10.7.1.r.5
D.10 D.10.7.1r R2 D.10.7.1.r.5
D.10  D.10.7.1r R2 D.10.7.1.r.5 2.1.1.19
D.10 D.10.7.1r R2 D.10.7.1.r.5 D.10.7.1.r.5 Comments
D.10 D.10.7.1.r R2 D.10.7.1.r.5
D.10  D.10.7.1.0 R2 D.10.7.1.r.5
D.10  D.10.7.1r R2 D.10.7.1.r.3
D.10 D.10.7.1r R2 D.10.7.1.r.3
D.10  D.10.7.1r R2 D.10.7.1.r.3 2.1.1.19
D.10 D.10.7.1r R2 D.10.7.1.r.3 D.10.7.1.r.3 Continuing
D.10 D.10.7.1r R2 D.10.7.1.r.3
D.10  D.10.7.1.0 R2 D.10.7.1.r.3
D.10 D.10.7.1r R2
D.10  D.10.7.1.r R2
D.10 D.10.7.2
D.10 D.10.7.2
D.10 D.10.7.2 2.1.1.19
Text for Relevant
Medical History
D.10 D.10.7.2 D.10.7.2  and Concurrent
Conditions of
Parent
D.10 D.10.7.2
D.10 D.10.7.2
D.10
D.10
D.10
D.10
D.10 2.1.1.20
D.10 D.108r RI
D.10 D.10.8r RI
D.10 D.108r RI D.10.8.x4,5
D.10 D.10.8r RI D.10.8.r4,5 D.10.8r4 Start Date
D.10 D.10.8r RI D.10.8.r4,5 D.108r.5 End Date
D.10 D.108r RI D.10.8.r4, 5
D.10 D.108r RI D.10.8.r.1,2
D.10 D.108r RI D.10.8.r.1,2
D.10 D.108r RI D.10.8.r.1,2
D10 D.I0Sr Rl DI08x1,2 D.108r2a pri0 Yorsion - jogr.zp edienal Motust TBD-MPID
D.10 D.108r Rl D.10.8r.1,2 D.10.8r1 g::‘: rt"ede'“g as
D.10 D.108r RI D.10.8.r.1,2
D.10 D.108r RI D.10.8.r.1,2
D.10 D.10.8r RI D.10.8.r.1,2
D.10 D.108r RI D.10.8.1.6
D.10 D.108r RI D.10.8.1.6
D.10 D.108r RI D.10.8.1.6 2.1.1.19
i Dioss

I/inboundRelalmnship>
|</observation>
f/componem>
<component typeCode="COMP">

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

<code code="D.10.7.1.r.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.10.7.1.r.1a"/>

<effectiveTime xsi:type="TVL_TS">

<low value="20090101"/>

<high value="20090101"/>

</effectiveTime>

outboundRelationship2 typeCode="COMP">

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

<code code="10" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="comment"/>
<value xsi:type="ED">D.10.7.1.r.5</value>

</observation>
/outboundRelationship2>
inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="13" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="continuing"/>
<value xsi:type="BL" value="true"/>
</observation>
/inboundRelationship>
|</observation>
f/componem>
<component typeCode="COMP">
<observation classCode="OBS" moodCode="EVN">
<code code="18" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="history AndConcurrentConditionText"/>

<value xsi:type="ED">D.10.7.2</value>

</observation>

</component>
</organizer>

5/subjeclof2>

<s_ub jectOf2 typeCode="SBI">
<organizer classCode="CATEGORY" moodCode="EVN">
fcode code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.20" codeSystemVersion="1.0" displayName="drugHistory"/>
<component typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="TVL_TS">
<low value="20090101"/>
<high value="20090101"/>
|</effectiveTime>
<£onsumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<code code="D.10.8.r.2b" codeSystem="TBD-MPID" codeSystemVersion="D.10.8.r.2a"/>
<name>D.10.8.r.1</name>
</kindOfProduct>
|</instanceOfKind>
|</consumable>
<2utb0undRelalionshipZ typeCode="RSON">
<observation classCode="OBS" moodCode="EVN">
<code code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>

<value xsi:type="CE" code="D.10.8.r.6b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.10.8.r.6a"/>




D.10 D.108r RI D.10.8..6

D.10 D.108r RI D.10.8.6

D.I0 D.108r RI D.10.8x.7

D.10 D.108r RI D.10.8x7

D.I0 D.108r RI D.108.1.7 2.1.1.19

D10 DI RI DI08ET  D108rTa P it N 010870 (HEGE o) 26836163

D.10 D.108r Rl D.10.8x7

D.I0 D.108r Rl D.10.8x7

D.I0 D.108r RI

D.I0 D.108r RI

D.I0 D.108r R2

D.I0 D.108r R2

D.I0 D.108r R2 D.108.x4,5

D.I0 D.108r R2 D.10.814,5 D.108r4 Start Date

D.I0 D.108r R2 D.10.8r4,5 D.108r5 End Date

D.I0 D.108r R2 D.108.x4,5

D.I0 D.108r R2 D.108.x.1,2

D.I0 D.108r R2 D.108.x.1,2

D.I0 D.108r R2 D.108.x.1,2
PhPID Version Pharmaceutical

D.I0 D.108r R2 D.108x1,2 D108r3a 700 {8 D.108r.3b Produst Identifier TBD-PhPID

(PhPID)

D.10 D.108r R2 D.108x.1,2 D.108r.1 g:;":rt"efd')'““s

D.I0 D.108r R2 D.108.x.1,2

D.I0 D.108r R2 D.108.x.1,2

D.I0 D.108r R2 D.108.x.1,2

D.I0 D.108r R2 D.10.8..6

D.I0 D.108r R2 D.10.8..6

D.I0 D.108r R2 D.108.1.6 2.1.1.19

i D

D.10 D.108r R2 D.10.81.6

D.I0 D.108r R2 D.10.8x.6

D.10 D.108r R2 D.10.8x7

D.10 D.108r R2 D.10.8x7

D.10 D.108r R2 D.10.8x7 2.1.1.19

D10 DI0sr  R2 DI0SsT  D108r7a gECER NN D108rTb (LR ey Ta6836.163

D.I0 D.108r R2 D.10.8x7

D.I0 D.108r R2 D.10.8.7

D.I0 D.108r R2

D.10 D.108r R2

D.10

D.10

D.10

Cc  ©53 53 cs3  SponorStudy 2135
Study Type Where

c  ©54 C54 C54 gj:rf&z;‘m: . 2118
Observed

C Cb5.2 C52 C52 Study Name

C  CS5lr Rl

c  C5lr Rl

C  C5lr R C51rl  CSlpl  ptudy Regtration 2136

c  CS5lr Rl C5.1r2

c  CS5lr Rl C5.1r2

c  CS5lr Rl C5.1r2

E/observatiom
|</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS">
<observation classCode="OBS" moodCode="EVN">
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<value xsi:type="CE" code="D.10.8.r.7b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.10.8.r.7a"/>
</observation>
</outboundRelationship2>

fgubslanceAdminis{raIion>
flcomponenb
<component typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="TVL_TS">
<low value="20090101"/>
<high value="20090101"/>
|</effectiveTime>
<£onsumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<code code="D.10.8.r.3b" codeSystem="TBD-PhPID" codeSystemVersion="D.10.8.r.3a"/>

<name>D.10.8.r.1</name>
</kindOfProduct>
|</instanceOfKind>
|</consumable>
<gutb0undRelalionshipZ typeCode="RSON">
<observation classCode="OBS" moodCode="EVN">
<code code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>
<value xsi:type="CE" code="D.10.8.r.6b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.10.8.r.6a"/>
| </observation>
f/outboundRelanonshipb
<2ulboundRelmionship2 typeCode="CAUS">
<observation classCode="OBS" moodCode="EVN">
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>

<value xsi:type="CE" code="D.10.8.r.7b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.10.8.r.7a"/>

</observation>

|</outboundRelationship2>

|</substanceAdministration>

</component>

f/organizer>
5/subjeclof2>
|</role>

f/player 1>

<s_ub jectOf1 typeCode="SBI">

<researchStudy classCode="CLNTRL" moodCode="EVN">
<id extension="C.5.3" root="2.16.840.1.113883.3.989.2.1.3.5"/>

<code code="C.5.4" codeSystem="2.16.840.1.113883.3.989.2.1.1.8" codeSystemVersion="1.0"/>

|<title>C.5.2</title>
<authorization typeCode="AUTH">
<studyRegistration classCode="ACT" moodCode="EVN">
<id extension="C.5.1.r.1" root="2.16.840.1.113883.3.989.2.1.3.6"/>
author typeCode="AUT">
<territorial Authority classCode="TERR">

Fgovemingl’lace classCode="COUNTRY" determinerCode="INSTANCE">



[ eNNe]

Rl
R1
R1
R1

C5.1r.2
C5.1r.2
C5.1r.2
C5.1.r.2

Cb.1r2

Study Registration
Country

1.0.3166.1.2.

[@)

R1
R1

R2
R2

R2

Cbh.1rd
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StudyRegistration
Number
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a ala|la aja

a 0

R2
R2
R2
R2
R2
R2
R2

C5.1r2
C5.1r2
C5.1r2
C5.1r2
C5.1r.2
CS5.1r.2
C.5.1.r.2

Cb.1r2

Study Registration
Country

1.0.3166.1.2.
2

[ole) oo Ne)

R2
R2

[ole]

O U O

]

D22
D22
D22

D22

D22
D.2.2

D.2.2a

Age at Time of
Onset of Reaction
/ Event (number)

D.2.2b

Age at Time of
Onset of Reaction
/ Event (unit)

2.1.1.19

U U olo o

]

D221
D221
D221

D221

D221
D.2.2.1

D.221a

Gestation Period
When Reaction /
Event Was
Observed in the
Foetus (value)

D.22.1b

Gestation Period
When Reaction /
Event Was
Observed in the
Foetus (unit)

2.1.1.19

D23
D23
D23
D23
D23
D23

D.23

Patient Age Group
(as per reporter)

2.1.1.19
2.1.19

D3
D3
D3
D3
D3
D3

D3

Body Weight (kg)

2.1.1.19

D4
D4
D4
D4
D4
D4

D.4

Height (cm)

2.1.1.19

[CEISEIS] ISEVEVESEVEV] ISECEVEVESEVE ISESEICEES SV IS

D.6
D.6
D.6

2.1.1.19

<code code="C.5.1.r.2" codeSystem="1.0.3166.1.2.2"/>
</governingPlace>
</territorial Authority>
/author>
f/studyRegislratiom
|</authorization>
<iuth0rizatlon typeCode="AUTH">
<studyRegistration classCode="ACT" moodCode="EVN">
<id extension="C.5.1.r.1" root="2.16.840.1.113883.3.989.2.1.3.6"/>
author typeCode="AUT">
<territorial Authority classCode="TERR">
<governingPlace classCode="COUNTRY" determinerCode="INSTANCE">
<code code="C.5.1.r.2" codeSystem="1.0.3166.1.2.2"/>
</governingPlace>
</territorial Authority>
/author>

flstudyRegistratiom

</authorization>
</researchStudy>

5/subjectof 1>

<subjectOf2 typeCode="SBI">

<observation classCode="OBS" moodCode="EVN">
<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="age"/>

<value xsi:type="PQ" value="10" unit="D.2.2b"/>

</observation>

flsubjec10f2>

<subjectOf?2 typeCode="SBJ">

<observation classCode="OBS" moodCode="EVN">
<code code="16" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="gestationPeriod"/>

<value xsi:type="PQ" value="10" unit="D.2.2.1b"/>

</observation>

flsubjec10f2>

<iubjec10f2 typeCode="SBJ">

<observation classCode="OBS" moodCode="EVN">
<code code="4" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="ageGroup"/>
<value xsi:type="CE" code="D.2.3" codeSystem="2.16.840.1.113883.3.989.2.1.1.9" codeSystemVersion="1.0"/>

</observation>

f/subjectof2>

<s_ub jectOf2 typeCode="SBI">
<observation classCode="OBS" moodCode="EVN">
<code code="7" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="bodyWeight"/>

<value xsi:type="PQ" value="48.2" unit="kg"/>

</observation>

f/subjectof2>

<s_ub jectOf2 typeCode="SBI">
<observation classCode="OBS" moodCode="EVN">
<code code="17" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="height"/>

<value xsi:type="PQ" value="152" unit="cm"/>

</observation>

f/subjectof2>

<s_ub jectOf2 typeCode="SBI">

<observation classCode="OBS" moodCode="EVN">
<code code="22" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="lastMenstrualPeriodDate"/>




Last Menstrual

D D6 D6 Period Date

D D.6

D D.6

D

D

D 2.1.1.20

D D.7.1.x R1

D D.7.1.r R1
Medical History

ST Die OTurta WBEAVHE oy (S arue R
(MedDRA code)

D D.7.1x R1 D.7.1x2,4

D D.7.1x R1 D.7.1r2,4 D.7.1r2  Start Date

D D.7.1x R1 D.7.1r2,4 D.J7.1r4 EndDate

D D.7.1.r R1 D.7.1x.2,4

D D.7.1x R1 D.7.1x5

D D.7.1x R1 D.7.1x5

D D.7.1x R1 D.7.1x5 2.1.1.19

D D.7.1r R1 D.7.1r5 D.7.1r5 Comments

D D.7.1x R1 D.7.1x5

D D.7.1.x R1 D.7.1.x.5

D D.7.1x R1 D.7.1x.6

D D.7.1x R1 D.7.1x.6

D D.7.1x R1 D.7.1x.6 2.1.1.19

D D.7.1x R1 D.7.1r.6 D.7.1r6  Family History

D D.7.1x R1 D.7.1x6

D D.7.1.x R1 D.7.11.6

D D.7.1x R1 D.7.1x3

D D.7.1x R1 D.7.1x3

D D.7.1x R1 D.7.1x3 2.1.1.19

D D.7.1x R1 D.7.1r3 D.7.1r.3  Continuing

D D.7.1x R1 D.7.1x3

D D.7.1.x R1 D.7.113

D D.7.1x R1

D D.7.1.r R1

D D.7.1.x R2

D D.7.1.r R2
Medical history

D D71lr  R2 D71r1  D7irla g)f‘ﬁg?c;/leﬁ:t’gw D.7.1r1b ;‘:‘:::jjr: j“e'tg:’)a' 12'31:32‘_‘2’116"3
(MedDRA code)

D D.7.1x R2 D.7.1x2,4

D D.7.1x R2 D.7.1r2,4 D.7.1r2  Start Date

D D.7.1x R2 D.7.1r2,4 D.J7.1r4 EndDate

D D.7.1.x R2 D.7.1x2,4

D D.7.1.x R2 D.7.1x5

D D.7.1.x R2 D.7.1x5

D D.7.1.x R2 D.7.1x5 2.1.1.19

D D.7.1r R2 D.7.1r5 D.7.1r5 Comments

D D.7.1x R2 D.7.1x5

D D.7.1.r R2 D.7.1x.5

D D.7.1x R2 D.7.1x.6

D D.7.1x R2 D.7.1x.6

D D.7.1x R2 D.7.1x.6 2.1.1.19

D D.7.1x R2 D.7.1r.6 D.7.1r6  Family History

D D.7.1x R2 D.7.1x6

D D.7.1.x R2 D.7.11.6

D D.7.1x R2 D.7.1x3

D D.7.1x R2 D.7.1x3

D D.7.1x R2 D.7.1x3 2.1.1.19

<value xsi:type="TS" value="20090101"/>

</observation>

f/subjeclofb

<s_ub jectOf2 typeCode="SBI">

<organizer classCode="CATEGORY" moodCode="EVN">

fcode code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.20" codeSystemVersion="1.0" displayName="relevantMedicalHistoryAndConcurrentConditions"/>
<component typeCode="COMP">

<observation classCode="OBS" moodCode="EVN">
<code code="D.7.1.1.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.7.1.r.1a"/>

ZeffecnveTime xsiztype="TVL_TS">

<low value="20090101"/>

<high value="20090101"/>

|</effectiveTime>

<2ulboundRelmionship2 typeCode="COMP">

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

<code code="10" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="comment"/>

<value xsi:type="ED">D.7.1.r.5</value>

|</observation>

f/outboundRelanonshipb

<2ulboundRelmionship2 typeCode="EXPL">

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

<code code="38" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="familyHistory"/>

<value xsi:type="BL" value="true"/>

</observation>

</outboundRelationship2>
inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="13" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="continuing"/>
<value xsi:type="BL" value="true"/>
</observation>
/inboundRelationship>
|</observation>
5/comp0nent>
<component typeCode="COMP">

<observation classCode="OBS" moodCode="EVN">
<code code="D.7.1.1.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.7.1.r.1a"/>

ZeffecnveTime xsiztype="TVL_TS">

<low value="20090101"/>

<high value="20090101"/>

|</effectiveTime>

<2ulboundRelmionship2 typeCode="COMP">

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

<code code="10" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="comment"/>

<value xsi:type="ED">D.7.1.r.5</value>

|</observation>

f/outboundRelanonshipb

<2ulboundRelmionship2 typeCode="EXPL">

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

<code code="38" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="familyHistory"/>

<value xsi:type="BL" value="true"/>

</observation>

</outboundRelationship2>
inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
|<code code="13" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="continuing"/>




D D.7.1.r R2 D.7.1r3 D.7.1r3  Continuing
D D.7.1.r R2 D.7.1x3
D D.7.1.r R2 D.7.1.r3
D D.7.1.r R2
D D.7.1.r R2
D D.7.2
D D.7.2
D D72 2.1.1.19
Text for Relevant
Medical History
D 72 Iz
including reaction
/ event)
D D.7.2
D D.7.2
D D.7.3
D D.7.3
D D.7.3 2.1.1.19
8 b3 ors g
D D173
D D.7.3
D
D
D
D
D 2.1.1.20
D D.8x Rl
D D.8.r R1
D D.8x R1 D.8r4,5
D D.8x Rl D8r4,5 DB8r4 Start Date
D D.8x Rl D8r4,5 DB8rS5 End Date
D D.8.r R1 D.8.r4,5
D D.8x Rl D.8r.1,2
D D.8x Rl D8r.1,2
D D.8x Rl D8r.l1,2
D D&r R D8rl2 D8rza prOYesen o pgray  edenal Motut TBD-MPID
D D8r R D8rl2 D8ri oMo ofDrugas
D D.8x Rl D8r.1,2
D D.8x Rl D8r.1,2
D D.8.r R1 D.8r.1,2
D D.8x Rl D816
D D.8x R1 D.8r.6
D D.8r R1 D.8r.6 2.1.1.19
o w
D D.8x R1 D816
D D.8.r R1 D.8.1.6
D D.8x R1 D87
D D.8x R1 D87
D D.8x R1 D87 2.1.1.19
o ou m
D D.8x R1 D.8x.7
D D.8.r R1 D.8.r.7
D D.8x R1
D D.8.r R1
D D.8x R2
D D.8.r R2
D D.8x R2 D8r4,5
D D.8x R2 D8r4,5 DB8r4 Start Date

<value xsi:type="BL" value="true"/>

</observation>

/inboundRelationship>
|</observation>
5/comp0nent>
<component typeCode="COMP">
<observation classCode="OBS" moodCode="EVN">

<code code="18" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="history AndConcurrentConditionText"/>

<value xsi:type="ED">D.7.2</value>

|</observation>
flcomponenb
<component typeCode="COMP">

<observation classCode="OBS" moodCode="EVN">
<code code="11" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="concomitantTherapy"/>

<value xsi:type="BL" value="true"/>

</observation>

</component>
</organizer>

f/subjeclofb

<s_ub jectOf2 typeCode="SBI">
<organizer classCode="CATEGORY" moodCode="EVN">
fcode code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.20" codeSystemVersion="1.0" displayName="drugHistory"/>
<component typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="TVL_TS">
<low value="20090101"/>
<high value="20090101"/>
|</effectiveTime>
<consumable typeCode="CSM">
instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<code code="D.8.r.2b" codeSystem="TBD-MPID" codeSystemVersion="D.8.r.2a"/>
<name>D.8.r.1</name>
</kindOfProduct>
/instanceOfKind>
|</consumable>
<2utb0undRelalionship2 typeCode="RSON">
<observation classCode="OBS" moodCode="EVN">
<code code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>
<value xsi:type="CE" code="D.8.r.6b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.8.r.6a"/>
|</observation>
f/outboundRelanonshipb
<2ulboundRelmionship2 typeCode="CAUS">
<observation classCode="OBS" moodCode="EVN">
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>

<value xsi:type="CE" code="D.8.r.7b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.8.r.7a"/>

</observation>

|</outboundRelationship2>

|</substance Administration>

f/componem>

<component typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="TVL_TS">

|<10w value="20090101"/>




D D.&.r R2 D.8r4, 5 D.8r5 End Date

D D.8.r R2 D.8.r4,5

D D.&.r R2 D&rl,3

D D.&r R2 D&rl,3

D D.&r R2 D&rl,3

D  D&r R2 D8rl,3 D8r3a g::n/ \ﬁf‘fe"r D.8r.3b E}::;r::tcledf:tiaflier TBD-PhPID

(PhPID)

D D8r R2 D8rl,3 D8rl g::‘: rt"ede'“g a

D D.&.r R2 D&rl,3

D D.&.r R2 D&rl,3

D D.8.r R2 D81, 3

D D.&.r R2 D86

D D.&.r R2 D86

D D.&.r R2 D.3r.6 2.1.1.19

b ow

D D.&r R2 D86

D D.8.r R2 D.8.I.6

D D.&r R2 D.8x.7

D D.&r R2 D.8x.7

D D.&r R2 D.8x.7 2.1.1.19

> o w

D D.&r R2 D.8x.7

D D.8.r R2

D D.&r R2

D D.8.r R2

D

D

D D9.2r RI1 D9.2r1,2

D D9.2r RI1 D9.2r1,2

D D9.2r RI1 D9.2r1,2 2.1.1.19
MedDRA Version Reported Cause(s) 216.840.1.1

D D9.2r RI1 D9.2r.1,2 D92rla for Reported D.9.2r.1b of Death (MedDRA 13883.6.163
Cause(s) of Death code)

D D92r Rl D92r1,2 D92r2 ?fg‘;:ﬁf@:fe“)

D D9.2r RI1 D9.2r1,2

D D9.2r R1 D9.2r1,2

D D.9.2.r R1 D.9.2.r.1,2

D D9.2r R2 D92rl1,2

D D9.2r R2 D92rl1,2

D D9.2r R2 D92rl1,2 2.1.1.19
MedDRA Version Reported Cause(s) 2.16.840.1.1

D D9.2r R2 D9.2r1,2 D9.2rla for Reported D.9.2r.1b of Death (MedDRA 13883.6.163
Cause(s) of Death code)

D D92 R2 D92rl2 D92y heported (f;'fe<5)

D D9.2r R2 D92rl1,2

D D9.2r R2 D92rl1,2

D D.9.2.r R2 D.9.2.r.1,2

D

D

D D93 2.1.1.19

D D.9.3 D.9.3 WasAutopsyDone?

D D94r RI D94rl1,2

D D94r RI D94rl1,2

D D94r RI D94rl1,2 2.1.1.19
MedDRA Version Autopsy—

ST Dvasts vane AT pay S e

Cause(s) of Death (MedDRA code)

<high value="20090101"/>
|</effectiveTime>
<consumable typeCode="CSM">
instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<code code="D.8.r.3b" codeSystem="TBD-PhPID" codeSystemVersion="D.8.r.3a"/>

<name>D.8.r.1</name>
</kindOfProduct>
/instanceOfKind>
|</consumable>
<2utb0undRelalionship2 typeCode="RSON">
<observation classCode="OBS" moodCode="EVN">
<code code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>
<value xsi:type="CE" code="D.8.r.6b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.8.r.6a"/>
|</observation>
f/outboundRelanonshipb
<2ulboundRelmionship2 typeCode="CAUS">
<observation classCode="OBS" moodCode="EVN">
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>

<value xsi:type="CE" code="D.8.r.7b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.8.r.7a"/>

</observation>

|</outboundRelationship2>

|</substanceAdministration>

</component>
</organizer>

flsubjec10f2>

<subjectOf?2 typeCode="SBJ">

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

value xsi:type="CE" code="D.9.2.r.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.9.2.r.1a">

<original Text>D.9.2.r.2</original Text>
/value>
|</observation>

f/subjeclofb

<subjectOf2 typeCode="SBI">

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

value xsi:type="CE" code="D.9.2.1.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.9.2.r.1a">

<originalText>D.9.2.r.2</original Text>
/value>
</observation>

flsubjec10f2>

<iubjec10f2 typeCode="SBJ">
<observation classCode="OBS" moodCode="EVN">
<code code="5" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="autopsy"/>
<value xsi:type="BL" value="true"/>
<outboundRelationship2 typeCode="DRIV">
observation classCode="OBS" moodCode="EVN">

<code code="8" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="causeOfDeath"/>

<value xsi:type="CE" code="D.9.4.r.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.9.4.r.1a">

<code code="32" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reportedCauseOfDeath"/>

<code code="32" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reportedCauseOfDeath"/>



Autopsy—
determined

D D94r Rl D94rl1,2 D94r2 Cause(s) of Death
(free text)
D D94r R1 D94r.1,2
D D94r R1 D94r.1,2
D D.9.4.r R1 D9.4r.1,2
D D94r R2 D94r1,2
D D94r R2 D94r1,2
D D9.4r R2 D94r1,2 2.1.1.19
MedDRA Version Autopsy—
. for Autopsy— determined 2.16.840.1.1
D D94r R2 D9ArL2 DO4rla o ined DS4rTb . ise(s) of Death 13883.6.163
Cause(s) of Death (MedDRA code)
Autopsy—
determined
D D94r R2 D9.4rl1,2 D.9.4r2 Cause(s) of Death
(free text)
D D94r R2 D94r1,2
D D94r R2 D94r1,2
D D.9.4.r R2 D9.4r.1,2
D
D
E Ei il
E E.i il
E E.i il Event ID
E E.i il 2.1.1.19
E Ei il Ei4,5
. . . . Date of Start of
E Ei il Ei4,5 Ei4 Reaction / Event
. . . . Date of End of
E Ei il Ei4,5 Eis Reaction / Event
E E.i il Ei4,5
MedDRA Version .
. . . . . . Reaction / Event 2.16.840.1.1
. il Ei2l Eizla ;‘1’:::““"” 7 B2 (edDRA code) 13883.6.163
Reaction / Event Reaction / Event
E Ei i Eill Eilla as Rep.orted by Eillb as.Reported by the
the Primary Primary Source
Source in Native Language
E E.i il
E Ei il Ei9
E Ei il Ei9
E Ei il Ei9
Identification of
. . . the Country Where 1.0.3166.1.2.
E Ei il Ei9 Eid the Reaction / 2
Event Occurred
E Ei il Ei9
E Ei il Ei9
E Ei il Ei9
E Ei il Eil2
E Ei il Eil2
E Ei il Eil2 2.1.1.19
Reaction / Event
. . . . as Reported by
E Ei il Eil2 Eil2 the Primary
Source for
E Ei il Eil2
E E.i il Eil2
E Ei il Ei3.1
E Ei il Ei3.1
E Ei il Ei3.1 2.1.1.19
. . . . Term Highlighted
E Ei il Ei3.1 Ei3.1 by the Reporter 2.1.1.10
E Ei il Ei3l
E Ei il Ei3.l
E Ei il Ei3.2a
E Ei il Ei3.2a

<originalText>D.9.4.r.2</original Text>

</value>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="DRIV">
observation classCode="OBS" moodCode="EVN">
<code code="8" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="causeOfDeath"/>

<value xsi:type="CE" code="D.9.4.r.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="D.9.4.r.1a">

<original Text>D.9.4.r.2</original Text>

</value>

/observation>

</outboundRelationship2>
</observation>

flsubjec10f2>
<subjectOf?2 typeCode="SBJ">

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

<id root="154eb889-958b-45f2-a02f-42d4d6f4657"/>

fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="TVL_TS">

<low value="20090101"/>
<high value="20090102"/>

|</effectiveTime>

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

<originalText language="E.i.1.1b">E.i.1.la</original Text>

|</value>
<1_0cati0n typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

f/locmedEmitw

|</location>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<value xsi:type="ED">E.i.1.2</value>

/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>

f/outboundRelanonshipb

<outboundRelationship2 typeCode="PERT">

Iobservation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>



E Ei il 2.1.1.19

E Ei il Eil3.2a Results in Death

E Ei il Ei3.2a

E Ei il Ei3.2a

E Ei il Ei3.2b

E Ei il Ei3.2b

E Ei il Ei3.2b 2.1.1.19

E Ei il Ei3.2b E.i.3.2b Life Threatening

E Ei il Ei3.2b

E E.i il E.i.3.2b

E Ei il Ei3.2¢

E Ei il Ei3.2¢c

E Ei il Ei3.2c 2.1.1.19
Caused /

E Ei il Ei3.2¢c E.i3.2¢c Prolonged
Hospitalisation

E Ei il Ei3.2¢

E Ei il Ei3.2¢c

E Ei il Ei3.2d

E Ei il Ei3.2d

E Ei il Ei3.2d 2.1.1.19

E  Ei i1 Ei32d  Ei32d Fn 'j::!gi a/ting

E Ei il Ei3.2d

E E.i il E.i3.2d

E Ei il Ei3.2e

E Ei il Ei3.2e

E Ei il Ei3.2e 2.1.1.19
Congenital

E Ei il Ei3.2e Ei3.2e Anomaly / Birth
Defect

E Ei il Ei3.2e

E Ei il Ei3.2e

E Ei il Ei3.2f

E Ei il Ei3.2f

E Ei il Ei3.2f 2.1.1.19
Other Medically

E Ei il Ei3.2f E.i3.2f Important
Condition

E Ei il Ei3.2f

E E.i il E.i3.2f

E Ei il Ei7

E Ei il Ei7

E Ei il Ei7 2.1.1.19
Outcome of

E  Ei il Ei7 Ei7 Reaction / Event 21111
Last Observation

E Ei il Ei7

E Ei il Ei7

E Ei il Ei8

E Ei il Ei8

E Ei il Ei8 2.1.1.19
Medical

E Ei il EiS Eig  ponfrmation by
Professional

E Ei il Ei8

E E.i il Ei8

E Ei il

E E.i il

E Ei i2

E Ei i2

E Ei i2 Event ID

E Ei i2 2.1.1.19

<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

|</outboundRelationship2>
|</observation>

f/subjectof2>

<s_ub jectOf2 typeCode="SBI">
<observation classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>

<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>




E Ei i2 Ei4,6
EoE R Bits B4 vent
. . . . Duratig n of . Duration of Reaction

E Ei 2 Ei4,6 E.i6a Reaction / Event E.i.6b .
(humber) / Event (unit)

E E.i i2 E.i4,6

E o Ei i Ei2l  Ei2la E)E:rn%?:ﬁ\girim Eizly  feachon’ vent 2 a0
Reaction / Event Reaction / Event

EoE B mine SRS gy el e
Source in Native Language

E E.i i2

E Ei i2 Ei9

E Ei i2 Ei9

E Ei i2 Ei9
Identification of

E Ei 0 Ei9 Ei9 t:: g::::gnVlhere ;0,3166.12.
Event Occurred

E Ei i2 Ei9

E Ei i2 Ei9

E Ei i2 Ei9

E Ei i2 Eil2

E Ei i2 Eil2

E Ei i2 Eil2 2.1.1.19
Reaction / Event

E Ei 2 Eil2 Btz fohenedty
Source for

E Ei i2

E E.i i2

E Ei i2

E Ei i2

E Ei i2 2.1.1.19

E o Ei 2 Eigl et Enented 21,110

E Ei i2

E Ei i2

E Ei i2

E Ei i2

E Ei i2 2.1.1.19

E Ei 2 E.i.3.2a Results in Death

E Ei i2

E E.i i2

E Ei i2

E Ei i2

E Ei i2 2.1.1.19

E Ei 2 E.i.3.2b Life Threatening

E Ei i2

E Ei i2

E Ei i2

E Ei i2

E Ei i2 2.1.1.19
Caused /

E Ei 2 Ei3.2¢ E.i3.2¢c Prolonged
Hospitalisation

E Ei i2 Ei3.2¢c

E E.i i2 Ei3.2¢

E Ei i2 Ei3.2d

E Ei i2 Ei3.2d

E Ei i2 Ei3.2d 2.1.1.19

E o Ei 2 Eida  Eidza  DeabE/

E Ei i2 Ei3.2d

E Ei i2 Ei3.2d

<effectiveTime xsi:type="TVL_TS">
<low value="20090101"/>

<width value="24" unit="E.i.6b"/>
|</effectiveTime>

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

<originalText language="E.i.1.1b">E.i.1.la</original Text>

|</value>
<1_0cati0n typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

f/locmedEmitw

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLife Threatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>

/observation>

f/outboundRelalionshipb
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E Ei i2 Ei3.2e
E Ei i2 Ei3.2e
E Ei i2 Ei3.2e 2.1.1.19
Congenital
E Ei 2 Ei3.2e E.i3.2e Anomaly / Birth
Defect
E Ei i2 Ei3.2e
E Ei i2 Ei3.2e
E Ei i2 Ei3.2f
E Ei i2 Ei3.2f
E Ei i2 Ei3.2f 2.1.1.19
Other Medically
E E.i 2 Eij3.2f E.i3.2f Important
Condition
E Ei i2 Ei3.2f
E E.i i2 E.i3.2f
E Ei i2 Ei7
E Ei i2 Ei7
E Ei i2 Ei7 2.1.1.19
Outcome of
. . . . Reaction / Event
E Ei i2 Ei7 Ei7 at the Time of 2.1.1.11
Last Observation
E Ei i2 Ei7
E Ei i2 Ei7
E Ei i2 Ei8
E Ei i2 Ei8
E Ei i2 Ei8 2.1.1.19
Medical
. . . . Confirmation by
E Ei iz Ei8 Ei8 Healthcare
Professional
E Ei i2 Ei8
E E.i i2 Ei8
E Ei i2
E E.i i2
E Ei i3
E Ei i3
E Ei i3 Event ID
E Ei i3 2.1.1.19
E Ei i3 Ei5,6
Duration of - -
E Ei i3 EiS5, 6 Eiba Reaction / Event E.i.6b Duration of Reaction
(humber) / Event (unit)
. . . . Date of End of
Ei i3 Ei5,6 Ei5 Reaction / Event
E Ei i3 Ei5,6
MedDRA Version .
. . . . . . Reaction / Event 2.16.840.1.1
. i3 Ei21 Eizle geﬁte“m" 7 BiZIb (10 dDRA code) 13883.6.163
Reaction / Event Reaction / Event
. . . . as Reported by . as Reported by the
E Ei i3 Eill Eilla the Primary Eillb Primary Source
Source in Native Language
E Ei i3
E Ei i3 Ei9
E Ei i3 Ei9
E Ei i3 Ei9
Identification of
. . . . the Country Where 1.0.3166.1.2.
E Ei i3 Ei9 Ei9 the Reaction / 2
Event Occurred
E Ei i3 Ei9
E Ei i3 Ei9
E E.i i3 Ei9
E Ei i3 Eil2
E Ei i3 Eil2
E Ei i3 Eil2 2.1.1.19

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>

/observation>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

|</outboundRelationship2>
|</observation>

f/subjeclof2>

<s_ub jectOf2 typeCode="SBI">

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

<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf"/>

fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>

<effectiveTime xsi:type="TVL_TS">

<width value="24" unit="E.i.6b"/>

<high value="20101201"/>

</effectiveTime>

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

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

|</value>
<1_0cation typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

|</locatedEntity>

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>
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Reaction / Event
as Reported by

E Ei i3 Eil2 Eil.2 the Primary
Source for

E Ei i3 Eil2

E Ei i3 Eil.2

E Ei i3 Ei3.1

E Ei i3 Ei3.1

E Ei i3 Ei3.1 2.1.1.19

E  Ei i3 Ei3l Ei31 :j'{;‘f,f:;f:‘tt:f 21110

E Ei i3 Ei3.l

E E.i i3 Ei3.1

E Ei i3 Ei3.2a

E Ei i3 Ei3.2a

E Ei i3 Ei3.2a 2.1.1.19

E Ei i3 Ei3.2a Ei3.2a Results in Death

E Ei i3 Ei3.2a

E Ei i3 Ei3.2a

E Ei i3 Ei3.2b

E Ei i3 Ei3.2b

E Ei i3 Ei3.2b 2.1.1.19

E Ei i3 Ei3.2b E.i.3.2b Life Threatening

E Ei i3 Ei3.2b

E E.i i3 E.i.3.2b

E Ei i3 Ei3.2¢

E Ei i3 Ei3.2¢

E Ei i3 Ei3.2c 2.1.1.19
Caused /

E Ei i3 Ei3.2¢ E.i3.2¢c Prolonged
Hospitalisation

E Ei i3 Ei3.2¢

E Ei i3 Ei3.2¢

E Ei i3 Ei3.2d

E Ei i3 Ei3.2d

E Ei i3 Ei3.2d 2.1.1.19

E  Ei i3 Ei32d  Ei32d Fn 'j::!gi a/ting

E Ei i3 Ei3.2d

E E.i i3 E.i3.2d

E Ei i3 Ei3.2e

E Ei i3 Ei3.2e

E Ei i3 Ei3.2e 2.1.1.19
Congenital

E Ei i3 Ei3.2e E.i3.2e Anomaly / Birth
Defect

E Ei i3 Ei3.2e

E Ei i3 Ei3.2e

E Ei i3 Ei3.2f

E Ei i3 Ei3.2f

E Ei i3 Ei3.2f 2.1.1.19
Other Medically

E Ei i3 Ei3.2f E.i3.2f Important
Condition

E Ei i3 Ei3.2f

E E.i i3 E.13.2f

E Ei i3 Ei7

E Ei i3 Ei7

E Ei i3 Ei7 2.1.1.19
Outcome of

£ Ei i3 Ei7 Ei7 Reaction / Event 21111
Last Observation

E Ei i3 Ei7

E Ei i3 Ei7

E Ei i3 Ei8

<value xsi:type="ED">E.i.1.2</value>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
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Medical
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E Ei i4 2.1.1.19

E E.i i4

E Ei i4 Ei4,5,6
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E E.i i4 Ei4,5,6

E Ei i4 Ei4,5,6

E Ei i Bi6 56 Eifa  Resstin/Event Eigy ~ Duaionof Reaction
(number) / Event (unit)

E Ei i4 Ei4,5,6

E Ei i4
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R\Ze:r::tion / Event Reaction / Event

E o Ei i Eill  Eitfa 2sReportedby gy, as Reported by the

. e the Primary Primary Source

Source in Native Language

E Ei i4

E Ei i4 Ei9

E Ei i4 Ei9

E Ei i4 Ei9
Identification of

£ Ei “ Ei9 Ei9 EEZ g::z:ilglnvihere ;,0.3]66.1,2.
Event Occurred

E Ei i4 Ei9

E Ei i4 Ei9

E E.i i4 Ei9

E Ei i4 Eil2

E Ei i4 Eil2

E Ei i4 Eil2 2.1.1.19
Reaction / Event

E o Ei i Eil2  Eitz g fehortedby
Source for

E Ei i4 Eil2

E Ei i4 Eil.2

E Ei i4 Ei3.1

E Ei i4 Ei3.1

E Ei i4 Ei3.1 2.1.1.19

E  Ei i Ei3l Ei31 Z:rt:eH;ag:;f:‘tt;d 21110

E Ei i4 Ei3.1

E E.i i4 Ei3.1

E Ei i4 Ei3.2a

E Ei i4

E Ei i4 Ei3.2a 2.1.1.19

E Ei i4 Ei3.2a Ei3.2a Results in Death

E Ei i4 Ei3.2a

E Ei i4 Ei3.2a

E Ei i4 Ei3.2b

observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>
/observation>

</outboundRelationship2>
</observation>

flsubjec10f2>

<iubjec10f2 typeCode="SBJ">
<observation classCode="OBS" moodCode="EVN">
<id root="2¢99840f-08b4-499c-80ff-dd84 15f4f8a5"/>
fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="SXPR_TS">
comp xsi:type="IVL_TS">
<low value="20090101"/>

<high value="20101201"/>
/comp>
comp xsi:type="TVL_TS" operator="A">

<width value="24" unit="E.i.6b"/>

/comp>
</effectiveTime>

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

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

|</value>
<1_0cation typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

|</locatedEntity>

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>

f/outboundRelalionshipb

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>

f/outboundRelanonshipb

<outboundRelationship2 typeCode="PERT">
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E Ei i4 Ei3.2b

E Ei i4 Ei3.2b 2.1.1.19

E Ei 4 Ei3.2b E.i.3.2b Life Threatening

E Ei i4 Ei3.2b

E Ei i4 Ei3.2b

E Ei i4 Ei3.2c

E Ei i4 Ei3.2c

E Ei i4 Ei3.2c 2.1.1.19
Caused /

E Ei i4 Ei3.2¢ E.i3.2¢c Prolonged
Hospitalisation

E Ei i4 Ei3.2¢

E E.i i4 Ei3.2¢

E Ei i4 Ei3.2d

E Ei i4 Ei3.2d

E Ei i4 Ei3.2d 2.1.1.19

E o Ei i Eida  Eidza  peatE/

E Ei i4 Ei3.2d

E Ei i4 Ei3.2d

E Ei i4 Ei3.2e

E Ei i4 Ei32e

E Ei i4 Ei32e 2.1.1.19
Congenital

E Ei i4 Ei3.2e E.i3.2e Anomaly / Birth
Defect

E Ei i4 Ei3.2e

E E.i i4 Ei3.2e

E Ei i4 Ei3.2f

E Ei i4 Ei3.2f

E Ei i4 Ei3.2f 2.1.1.19
Other Medically

E Ei i4 Ei3.2f E.i3.2f Important
Condition

E Ei i4 Ei3.2f

E Ei i4 Ei3.2f

E Ei i4 Ei7

E Ei i4 Ei7

E Ei i4 Ei7 2.1.1.19
Outcome of

E Ei i Ei7 gi7  Reaction/Event 2111
Last Observation

E Ei i4 Ei7

E E.i i4 Ei7

E Ei i4 Ei8

E Ei i4 Ei8

E Ei i4 Ei8 2.1.1.19
Medical

E  Ei i Ei8 Eig  Jonfvmation by
Professional

E Ei i4 Ei8

E Ei i4 Ei8

E Ei i4

E E.i i4

E Ei i5

E E.i i5

E E.i i5 Event ID

E E.i i5 2.1.1.19

E Ei i5 Ei4

s

E Ei i5 Ei4

observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

</outboundRelationship2>
</observation>

5/9ubjectOf2>

<ﬂlb jectOf2 typeCode="SBJ">

<observation classCode="OBS" moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eadd" />
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="TVL_TS">

|<10w value="20090101"/>

</effectiveTime>
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E o Ei is Bl EiZla  forResctin/  Ei2ih S 2 a0
Reaction / Event Reaction / Event

E  Ei is Eill Eilla fﬁeRF‘,’fi;:fyd b Eitib ;Sni:f;";f)‘ji‘; the
Source in Native Language

E E.i i5

E Ei iS5 Ei9

E Ei iS5 Ei9

E Ei iS5 Ei9
Identification of

E Ei I Ei9 Ei9 t:: g::::gnVlhere ;0,3166.12.
Event Occurred

E Ei i5 Ei9

E Ei i5 Ei9

E Ei i5 Ei9

E Ei i5 Eil2

E Ei i5 Eil2

E Ei i5 Eil2 2.1.1.19
Reaction / Event

E Ei is Eil2 Btz fphenedty
Source for

E Ei i5 Eil2

E E.i i5 Eil2

E Ei i5 Ei3.1

E Ei i5 Ei3.1

E Ei i5 Ei3.1 2.1.1.19

B Ei is Eidl  Eis1 e Fenehted 21,110

E Ei i5 Ei3.1

E Ei i5 Ei3.1

E Ei i5 Ei3.2a

E Ei i5 Ei3.2a

E Ei i5 Ei3.2a 2.1.1.19

E Ei i5 Ei3.2a E.i3.2a Results in Death

E Ei i5 Ei3.2a

E E.i i5 Ei3.2a

E Ei i5 Ei3.2b

E Ei i5 Ei3.2b

E Ei i5 Ei3.2b 2.1.1.19

E Ei i5 E.i3.2b E.i.3.2b Life Threatening

E Ei i5 Ei3.2b

E Ei i5 Ei3.2b

E Ei i5 Ei3.2¢

E Ei i5 Ei3.2¢c

E Ei i5 Ei3.2¢ 2.1.1.19
Caused /

E Ei i5 Ei3.2¢ Ei3.2¢c Prolonged
Hospitalisation

E Ei i5 Ei3.2¢

E E.i i5 Ei3.2¢

E Ei i5 Ei3.2d

E Ei i5 Ei3.2d

E Ei i5 Ei3.2d 2.1.1.19

E i is Ei3a  Eidza  DeaE/

E Ei i5 Ei3.2d

E Ei i5 Ei3.2d

E Ei i5 Ei3.2e

E Ei i5 Ei3.2e

E Ei i5 Ei3.2e 2.1.1.19
Congenital

E Ei i5 Ei3.2e E.i3.2e Anomaly / Birth

Defect

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

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

|</value>
<1_0cati0n typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

f/locmedEmitw

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLife Threatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>
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E Ei i5 Ei3.2e

E E.i i5 Ei3.2e

E Ei i5 Ei3.2f

E Ei i5 Ei3.2f

E Ei i5 Ei3.2f 2.1.1.19
Other Medically

E Ei i5 Ei3.2f E.i3.2f Important
Condition

E Ei i5 Ei3.2f

E Ei i5 Ei3.2f

E Ei i5 Ei7

E Ei i5 Ei7

E Ei i5 Ei7 2.1.1.19
Outcome of

E Ei is Ei7 gi7  Reaction/Event 21111
Last Observation

E Ei i5 Ei7

E E.i i5 Ei7

E Ei i5 Ei8

E Ei i5 Ei8

E Ei i5 Ei8 2.1.1.19
Medical

E o Ei is Eis Eig  Jonfvmation by
Professional

E Ei i5 Ei8

E Ei i5 Ei8

E Ei i5

E E.i i5

E Ei i6

E E.i i6

E E.i i6 Event ID

E E.i i6 2.1.1.19

E Ei i6 Ei5

e s

E Ei i6 Ei5

s
R\Ze:r::tion / Event Reaction / Event

E o Ei i6 Eill  Eitta  Sfehomedby gy 3o Reporedby the
Source in Native Language

E Ei i6

E Ei i6 Ei9

E Ei i6 Ei9

E Ei i6 Ei9
Identification of

5 Ei © Ei9 Eio EEZ g::z:ilglnvihere ;,0.3]66.1,2.
Event Occurred

E Ei i6 Ei9

E Ei i6 Ei9

E E.i i6 Ei9

E Ei i6 Eil2

E Ei i6 Eil2

E Ei i6 Eil2 2.1.1.19
Reaction / Event

E o Ei i6 Eily  Eitz g fehortedby
Source for

E Ei i6 Eil2

E Ei i6 Eil.2

E Ei i6 Ei3.1

E Ei i6 Ei3.1

I/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>
/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

</outboundRelationship2>
</observation>

flsubjec10f2>

<iubjec10f2 typeCode="SBJ">

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

<id root="1927283-10b6-4334-9d43-¢925640fb18f"/>

fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="TVL_TS">

|<high value="20090101"/>

</effectiveTime>

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

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

</value>

<location typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

|</locatedEntity>

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
Iobservation classCode="OBS" moodCode="EVN">
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E Ei i6 Ei3.1 2.1.1.19

E o Ei i6 Eidl  Eis1 e Fehehted 21,110

E Ei i6 Ei3.1

E Ei i6 Ei3.1

E Ei i6 Ei3.2a

E Ei i6 Ei3.2a

E Ei i6 Ei3.2a 2.1.1.19

E Ei i6 Ei3.2a E.i.3.2a Results in Death

E Ei i6 Ei3.2a

E E.i i6 E.i3.2a

E Ei i6 Ei3.2b

E Ei i6 Ei3.2b

E Ei i6 Ei3.2b 2.1.1.19

E Ei i6 E.i3.2b E.i.3.2b Life Threatening

E Ei i6 Ei3.2b

E Ei i6 Ei3.2b

E Ei i6 Ei3.2¢c

E Ei i6 Ei3.2¢c

E Ei i6 Ei3.2¢ 2.1.1.19
Caused /

E Ei i6 Ei3.2¢ Ei3.2¢c Prolonged
Hospitalisation

E Ei i6 Ei3.2¢c

E E.i i6 Ei3.2¢

E Ei i6 Ei3.2d

E Ei i6 Ei3.2d

E Ei i6 Ei3.2d 2.1.1.19

E i i6 Ei3a  Eidza  peaE/

E Ei i6 Ei3.2d

E Ei i6 Ei3.2d

E Ei i6 Ei3.2e

E Ei i6 Ei3.2e

E Ei i6 Ei3.2e 2.1.1.19
Congenital

E Ei i6 Ei3.2e E.i3.2e Anomaly / Birth
Defect

E Ei i6 Ei3.2e

E E.i i6 Ei3.2e

E Ei i6 Ei3.2f

E Ei i6 Ei3.2f

E Ei i6 Ei3.2f 2.1.1.19
Other Medically

E Ei i6 Ei3.2f E.i3.2f Important
Condition

E Ei i6 Ei3.2f

E Ei i6 Ei3.2f

E Ei i6 Ei7

E Ei i6 Ei7

E Ei i6 Ei7 2.1.1.19
Outcome of

E Ei i Ei7 gi7  Reaction/Event 2111
Last Observation

E Ei i6 Ei7

E E.i i6 Ei7

E Ei i6 Ei8

E Ei i6 Ei8

E Ei i6 Ei8 2.1.1.19
Medical

E o Ei i6 EiS Eig  Jonfvmation by
Professional

E Ei i6 Ei8

E Ei i6 Ei8

<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>
f/oulboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

f/outboundRelationshipb
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E Ei i6

E E.i i6

E Ei i7

E Ei i7

E Ei i7 Event ID

E Ei i7 2.1.1.19

E Ei i7 Ei6

E Ei i7 Ei6 Eia  Resetion Event pigy ~ Duration of Reaction
(humber) / Event (unit)

E E.i i7 Ei6

E o Ei i7 Ei2l  Ei2la E)E:rn%?:ﬁ\girim Eizly  eachon” vent 2 a0
Reaction / Event Reaction / Event

oW B mirne ST gy Remedhy e
Source in Native Language

E E.i i7

E Ei i7 Ei9

E Ei i7 Ei9

E Ei i7 Ei9
Identification of

E Ei 7 Ei9 Ei9 t:: g::::ir:nVlhere ;0,3166.12.
Event Occurred

E Ei i7 Ei9

E Ei i7 Ei9

E Ei i7 Ei9

E Ei i7 Eil2

E Ei i7 Eil2

E Ei i7 Eil2 2.1.1.19
Reaction / Event

E i i7 Eil2 Eil2 fﬁeRF‘,’fi;:fyd by
Source for

E Ei i7 Eil2

E E.i i7 Eil2

E Ei i7 Ei3.1

E Ei i7 Ei3.1

E Ei i7 Ei3.1 2.1.1.19

E o Ei i7 Eidl  Eis1  [enn Fehehted 21,110

E Ei i7 Ei3.1

E Ei i7 Ei3.1

E Ei i7 Ei3.2a

E Ei i7 Ei3.2a

E Ei i7 Ei3.2a 2.1.1.19

E Ei i7 Ei3.2a E.i.3.2a Results in Death

E Ei i7 Ei3.2a

E E.i i7 Ei3.2a

E Ei i7 Ei3.2b

E Ei i7 Ei3.2b

E Ei i7 Ei3.2b 2.1.1.19

E Ei i7 Ei3.2b E.i.3.2b Life Threatening

E Ei i7 Ei3.2b

E Ei i7 Ei3.2b

E Ei i7 Ei3.2¢c

E Ei i7 Ei3.2¢c

E Ei i7 Ei3.2¢c 2.1.1.19
Caused /

E Ei i7 Ei3.2¢ Ei3.2¢c Prolonged
Hospitalisation

E Ei i7 Ei3.2¢c

E E.i i7 Ei3.2¢

E Ei i7 Ei3.2d

E/observatiom
f/subjectof2>
<s_ub jectOf2 typeCode="SBI">
<observation classCode="OBS" moodCode="EVN">

<id root="e0342969-38be-423{-b6bb-ce 14bc279d8e" />
fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="TVL_TS">

<width value="24" unit="E.i.6b"/>
|</effectiveTime>

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

<originalText language="E.i.1.1b">E.i.1.la</original Text>

|</value>
<1_0cati0n typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

f/locmedEmitw

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
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E Ei i7 Ei3.2d

E Ei i7 Ei3.2d 2.1.1.19

E o Ei 7 B3 Eidza  DeatE/

E Ei i7 Ei3.2d

E Ei i7 Ei3.2d

E Ei i7 Ei32e

E Ei i7 Ei3.2e

E Ei i7 Ei32e 2.1.1.19
Congenital

E Ei i7 Ei3.2e E.i3.2e Anomaly / Birth
Defect

E Ei i7 Ei3.2e

E E.i i7 Ei3.2e

E Ei i7 Ei3.2f

E Ei i7 Ei3.2f

E Ei i7 Ei3.2f 2.1.1.19
Other Medically

E Ei i7 Ei3.2f E.i3.2f Important
Condition

E Ei i7 Ei3.2f

E Ei i7 Ei3.2f

E Ei i7 Ei7

E Ei i7 Ei7

E Ei i7 Ei7 2.1.1.19
Outcome of

E Ei i7 Ei7 gi7  Reaction/Event 21111
Last Observation

E Ei i7 Ei7

E E.i i7 Ei7

E Ei i7 Ei8

E Ei i7 Ei8

E Ei i7 Ei8 2.1.1.19
Medical

E  Ei i1 Eis Eig  Jonfvmation by
Professional

E Ei i7 Ei8

E Ei i7 Ei8

E Ei i7

E E.i i7

E Ei i8

E E.i i8

E E.i i8 Event ID

E E.i i8 2.1.1.19

E Ei i8 Ei5,6

E Ei i8 Ei5,6 E.i.6a g:;acttlic:)?l cvaent Ei6b Duration OI: Reaction
(number) / Event (unit)

BB B BiS6  EiS o Event

E E.i i8 Ei5,6

E o Ei i8 Ei2l Ei2la E)E:rn%?:ﬁ\girim Ei2.1b ?;:Zgglif;’;"t 1231:824: '11‘;'3
Reaction / Event Reaction / Event

o B mirne SRS gy Remed e
Source in Native Language

E E.i i8

E Ei i8 Ei9

E Ei i8 Ei9

E Ei i8 Ei9
Identification of

E Ei 8 Ei9 Ei9 t:: g::::ir:nVlhere ;0,3166.12.
Event Occurred

E Ei i8 Ei9

observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>
/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

</outboundRelationship2>
</observation>

flsubjec10f2>

<iubjec10f2 typeCode="SBJ">

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

<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf"/>

fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>

<effectiveTime xsi:type="TVL_TS">
<width value="24" unit="E.i.6b"/>
<high value="20101201"/>
|</effectiveTime>

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

<originalText language="E.i.1.1b">E.i.1.la</original Text>

|</value>
<1_0cati0n typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>
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E Ei i8 Ei9

E E.i i8 Ei9

E Ei i8 Eil2

E Ei i8 Eil2

E Ei i8 Eil2 2.1.1.19
Reaction / Event

E o Ei i i1y Eitz g fehortedby
Source for

E Ei i8 Eil.2

E Ei i8 Eil.2

E Ei i8 Ei3.1

E Ei i8 Ei3.1

E Ei i8 Ei3.1 2.1.1.19

E  Ei i8 Ei3l Ei31 :j'{;‘f,f:;f:‘tt:f 21110

E Ei i8 Ei3.l

E E.i i8 Ei3.1

E Ei i8

E Ei i8

E Ei i8 Ei3.2a 2.1.1.19

E Ei i8 Ei3.2a Ei3.2a Results in Death

E Ei i8 Ei3.2a

E Ei i8 Ei3.2a

E Ei i8 Ei3.2b

E Ei i8 Ei3.2b

E Ei i8 Ei3.2b 2.1.1.19

E Ei i8 Ei3.2b E.i.3.2b Life Threatening

E Ei i8 Ei3.2b

E E.i i8 E.i.3.2b

E Ei i8 Ei3.2¢c

E Ei i8 Ei3.2¢c

E Ei i8 Ei3.2c 2.1.1.19
Caused /

E Ei i8 Ei3.2¢ E.i3.2¢c Prolonged
Hospitalisation

E Ei i8 Ei3.2¢

E Ei i8 Ei3.2¢

E Ei i8 Ei3.2d

E Ei i8 Ei3.2d

E Ei i8 Ei3.2d 2.1.1.19

E  Ei i8 Ei32d  Ei32d Ef::!zﬁa/tinz

E Ei i8 Ei3.2d

E E.i i8 E.i3.2d

E Ei i8 Ei3.2e

E Ei i8 Ei3.2e

E Ei i8 Ei3.2e 2.1.1.19
Congenital

E Ei i8 Ei3.2e Ei3.2e Anomaly / Birth
Defect

E Ei i8 Ei3.2e

E Ei i8 Ei3.2e

E Ei i8 Ei3.2f

E Ei i8 Ei3.2f

E Ei i8 Ei3.2f 2.1.1.19
Other Medically

E Ei i8 Ei3.2f E.i3.2f Important
Condition

E Ei i8 Ei3.2f

E E.i i8 E.i3.2f

E Ei i8 Ei7

E Ei i8 Ei7

E Ei i8 Ei7 2.1.1.19

EﬂocaledEmitw
|</location>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
f/outboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
f/outboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>

f/outboundRelationshipb

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>

<value xsi:type="BL" nullFlavor="NI"/>
/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>

f/outboundRelationshipb

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>
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Outcome of
Reaction / Event

E Ei i8 Ei7 E.i7 at the Time of 2.1.1.11
Last Observation

E Ei i8 Ei7

E Ei i8 Ei7

E Ei i8 Ei8

E Ei i8 Ei8

E Ei i8 Ei8 2.1.1.19
Medical

E o Ei 8 Eig Ei8 S‘e’:ft':;‘::':” by
Professional

E Ei i8 Ei8

E E.i i8 Ei8

E Ei i8

E E.i i8

E Ei 9

E Ei i9

E Ei i9 Event ID

E Ei 9 2.1.1.19

E Ei i9

E Ei 9 Ei4,5,6

Eon

e e

E Ei i9 Ei4,5,6

E Ei 9 Ei4,5,6

E  Ei ) Ei4,56 Eiba Reastion / Evert Eigy ~ Duration of Reaction
(humber) / Event (unit)

E E.i i9 Ei4,5,6

E E.i i9

E R 9 Ei2l  Ei2la E)E:rn%?:ﬁ\girim Eizly  peachon vent 2 a0
Reaction / Event Reaction / Event

EoE B mine STEY gy Remedhy e
Source in Native Language

E E.i i9

E Ei i9 Ei9

E Ei i9 Ei9

E Ei i9 Ei9
Identification of

E Ei o Ei9 Ei9 t:: g::::ir:nVlhere ;0,3166.12.
Event Occurred

E Ei 9 Ei9

E Ei 9 Ei9

E Ei i9 Ei9

E Ei 9 Eil2

E Ei 9 Eil2

E Ei 9 Eil2 2.1.1.19
Reaction / Event

E Ei o9 Eil2 Btz fphenedty
Source for

E Ei i9 Eil2

E E.i i9 Eil2

E Ei i9 Ei3.1

E Ei i9 Ei3.l

E Ei i9 Ei3.1 2.1.1.19

B Ei i9 Eidl  Eis1  [emn Fehehted 21,110

E Ei 9 Ei3.1

E Ei i9 Ei3.1

E Ei 9 Ei3.2a

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

|</outboundRelationship2>
|</observation>

f/subjec10f2>

<s_ub jectOf2 typeCode="SBI">
<observation classCode="OBS" moodCode="EVN">
<id root="2e99840f-08b4-499¢-80ff-dd8415f4{8a5"/>
fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="SXPR_TS">
comp xsi:type="TVL_TS">

<low value="20090101"/>

<high value="20101201"/>

/comp>

comp xsi:type="TVL_TS" operator="A">
<width value="24" unit="E.i.6b"/>

/comp>
</effectiveTime>

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

<originalText language="E.i.1.1b">E.i.1.la</original Text>

|</value>
<1_0cati0n typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

f/locmedEmitw

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
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E Ei i9 Ei3.2a

E Ei i9 Ei3.2a 2.1.1.19

E Ei 9 Ei3.2a Eil3.2a Results in Death

E Ei 9 Ei3.2a

E Ei i9 Ei3.2a

E Ei 9 Ei3.2b

E Ei 9 Ei3.2b

E Ei 9 Ei3.2b 2.1.1.19

E Ei i9 E.i3.2b E.i.3.2b Life Threatening

E Ei i9 Ei3.2b

E E.i i9 E.i.3.2b

E Ei i9 Ei3.2¢c

E Ei i9 Ei3.2¢c

E Ei i9 Ei3.2c 2.1.1.19
Caused /

E Ei i9 Ei3.2¢ E.i3.2¢c Prolonged
Hospitalisation

E Ei i9 Ei32c

E Ei i9 Ei3.2¢c

E Ei i9 Ei3.2d

E Ei i9 Ei3.2d

E Ei i9 Ei3.2d 2.1.1.19

E  Ei 9 Ei32d  Ei32d Fn 'j::!gi a/ting

E Ei i9 Ei3.2d

E E.i i9 E.i3.2d

E Ei 9 Ei3.2e

E Ei 9 Ei3.2e

E Ei 9 Ei3.2e 2.1.1.19
Congenital

E Ei 9 Ei3.2e Ei3.2e Anomaly / Birth
Defect

E Ei i9 Ei3.2e

E Ei i9 Ei3.2e

E Ei i9 Ei3.2f

E Ei 9 Ei3.2f

E Ei i9 Ei3.2f 2.1.1.19
Other Medically

E Ei 9 Ei3.2f E.i3.2f Important
Condition

E Ei 9 Ei3.2f

E E.i i9 E.i3.2f

E Ei i9 Ei7

E Ei i9 Ei7

E Ei i9 Ei7 2.1.1.19
Outcome of

£ Ei i9 Ei7 Ei7 Reaction / Event 21111
Last Observation

E Ei 9 Ei7

E Ei i9 Ei7

E Ei 9 Ei8

E Ei 9 Ei8

E Ei 9 Ei8 2.1.1.19
Medical

E Ei o9 EiS Eig  ponfrmation by
Professional

E Ei i9 Ei8

E E.i i9 Ei8

E Ei i9

E E.i i9

E Ei i10

E Ei i10

E Ei i10 Event ID

observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

|</outboundRelationship2>
|</observation>

f/subjectof2>

<s_ub jectOf2 typeCode="SBI">

<observation classCode="OBS" moodCode="EVN">
|<id root="1071064c-cf10-4a3b-83c1-34f9ddb7ea6d"/>
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R\:;?:tion / Event Reaction / Event

e oE Bl e SR g, R ve
Source in Native Language

E Ei i10

E Ei i10 Ei9

E Ei i10 Ei9

E Ei i10 Ei9
Identification of

B Ei m Ei9 Eio EEZ g::z:irslnvihere ;,0.3]66.1,2.
Event Occurred

E Ei i10 Ei9

E Ei i10 Ei9

E E.i i10 Ei9

E Ei i10 Eil2

E Ei i10 Eil2

E Ei i10 Eil2 2.1.1.19
Reaction / Event

E  Ei i10 i1y Eitz g fehortedby
Source for

E Ei i10 Eil2

E Ei i10 Eil.2

E Ei i10 Ei3.1

E Ei i10 Ei3.1

E Ei i10 Ei3.1 2.1.1.19

E  Ei 10 Ei3l Ei31 Zj'trl’n‘eHlf:;'f:‘tt:rd 21110

E Ei i10 Ei3.1

E E.i i10 Ei3.1

E Ei i10 Ei3.2a

E Ei i10 Ei3.2a

E Ei i10 Ei3.2a 2.1.1.19

E Ei 110 E.i3.2a E.i.3.2a Results in Death

E Ei i10 Ei3.2a

E Ei i10 Ei3.2a

E Ei i10 Ei3.2b

E Ei i10 Ei3.2b

E Ei i10 Ei3.2b 2.1.1.19

E Ei 10 Ei3.2b E.i.3.2b Life Threatening

E Ei i10 Ei3.2b

E E.i i10 E.i.3.2b

E Ei i10 Ei3.2¢

E Ei i10 Ei3.2¢

E Ei i10 Ei3.2c 2.1.1.19
Caused /

E Ei i10 Ei3.2c E.i3.2¢c Prolonged
Hospitalisation

E Ei i10 Ei3.2¢c

E Ei i10 Ei3.2¢

E Ei i10 Ei3.2d

E Ei i10 Ei3.2d

E Ei i10 Ei3.2d 2.1.1.19

E R i10 Ei3ad  Eid2d D 'j::!gﬁ a/ting

E Ei i10 Ei3.2d

E E.i i10 E.i3.2d

E Ei i10 Ei3.2e

fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="TVL_TS">

|<10w value="20090101"/>

</effectiveTime>

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

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

|</value>
<1_0cation typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

|</locatedEntity>

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>

f/outboundRelalionshipb

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>

<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
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E Ei i10 Ei3.2e
E Ei i10 Ei3.2e 2.1.1.19
Congenital
E Ei 10 Ei3.2e E.i3.2e Anomaly / Birth
Defect
E Ei i10 Ei3.2e
E Ei i10 Ei3.2e
E Ei i10 Ei3.2f
E Ei i10 Ei3.2f
E Ei i10 Ei3.2f 2.1.1.19
Other Medically
E Ei i10 Ei3.2f Ei3.2f  Important
Condition
E Ei i10 Ei3.2f
E E.i i10 E.i3.2f
E Ei i10 Ei7
E Ei i10 Ei7
E Ei i10 Ei7 2.1.1.19
Outcome of
. . . . Reaction / Event
E Ei i10 Ei7 Ei7 at the Time of 2.1.1.11
Last Observation
E Ei i10 Ei7
E Ei i10 Ei7
E Ei i10 Ei8
E Ei i10 Ei8
E Ei i10 Ei8 2.1.1.19
Medical
. . . . Confirmation by
E Ei i10 Ei8 Ei8 Healthcare
Professional
E Ei i10 Ei8
E E.i i10 Ei8
E Ei i10
E E.i i10
E Ei ill
E Ei ill
E Ei ill Event ID
E Ei ill 2.1.1.19
E Ei ill EisS
. . . . Date of End of
E Ei i Ei5 Eis Reaction / Event
E E.i ill Ei5
MedDRA Version .
. . . . . . Reaction / Event 2.16.840.1.1
E Ei ill Ei2.1 Ei2la fEc\':el:teECtlon / Ei2.1b (MedDRA code) 13883.6.163
Reaction / Event Reaction / Event
E Ei i Eill Eilla as Rep.orted by Eillb as.Reported by the
the Primary Primary Source
Source in Native Language
E E.i ill
E Ei ill Ei9
E Ei ill Ei9
E Ei ill Ei9
Identification of
. . . . the Country Where 1.0.3166.1.2.
E Ei i1l Ei9 Ei9 the Reaction / 2
Event Occurred
E Ei ill Ei9
E Ei ill Ei9
E Ei ill Ei9
E Ei ill Eil2
E Ei ill Eil2
E Ei ill Eil2 2.1.1.19
Reaction / Event
E Ei i Eil2  Eitz 2 Reportedby

the Primary
Source for

observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>
/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

|</outboundRelationship2>

</observation>

f/subjeclof2>

<s_ub jectOf2 typeCode="SBI">

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

<id root="1{927283-10b6-4334-9d43-€925640fb18f"/>

fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>
<effectiveTime xsi:type="TVL_TS">

|<high value="20090101"/>

|</effectiveTime>

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

<originalText language="E.i.1.1b">E.i.1.la</original Text>

|</value>
<1_0cati0n typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

f/locmedEmitw

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>
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E Ei ill Ei3.2b 2.1.1.19

E Ei i1l E.i3.2b E.i.3.2b Life Threatening

E Ei i1l Ei3.2b
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E Ei i1l Ei3.2¢c

E Ei i1l Ei3.2¢c
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Caused /
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E Ei ill Ei3.2d

E Ei i1l Ei3.2e

E Ei il Ei3.2e

E Ei il Ei3.2e 2.1.1.19
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E Ei ill Ei3.2e E.i3.2e Anomaly / Birth
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E Ei ill Ei3.2e

E E.i ill Ei3.2e

E Ei ill Ei3.2f
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E Ei ill Ei3.2f 2.1.1.19
Other Medically

E Ei ill Ei3.2f E.i3.2f Important
Condition

E Ei i1l Ei3.2f

E Ei ill Ei3.2f

E Ei i1l Ei7
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E Ei ill Ei8

E Ei ill Ei8

E Ei ill Ei8 2.1.1.19

I/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>
/observation>

f/outboundRelationshipb

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>

f/outboundRelationshipb

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
f/outboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelationshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>

/observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>
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<value xsi:type="BL" value="true"/>

/observation>
</outboundRelationship2>
</observation>

flsubjec10f2>

<iubjec10f2 typeCode="SBJ">

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

<id root="¢0342969-38be-423f-bobb-ce14bc279d8e"/>

fcode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reaction"/>

<effectiveTime xsi:type="TVL_TS">
<width value="24" unit="E.i.6b"/>
|</effectiveTime>

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

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

|</value>
<1_0cation typeCode="LOC">

<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">

<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>

</locatedPlace>

|</locatedEntity>

|</location>

<outboundRelationship2 typeCode="PERT">

observation classCode="OBS" moodCode="EVN">

<code code="30" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="reactionForTranslation"/>

<value xsi:type="ED">E.i.1.2</value>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="termHighlightedByReporter"/>
<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.10" codeSystemVersion="1.0"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="34" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInDeath"/>
<value xsi:type="BL" value="true"/>
/observation>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="21" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="isLifeThreatening"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="33" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="requiresInpatientHospitalization"/>
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E Ei 12 Eig
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Medical

E B i Eis Ei8 Gonfirmation by
Professional

E Ei i12 Ei8
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o Fr RI Fr32,3 Fr32 I?:a:?;;‘)“ (value £ 33 Test Result (unit)
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F Fr RI1 Fr4

F Fr RI1 Fr4

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="35" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="resultsInPersistentOrSignificantDisability"/>
<value xsi:type="BL" nullFlavor="NI"/>
/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="12" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="congenital AnomalyBirthDefect"/>

<value xsi:type="BL" nullFlavor="NI"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="26" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="otherMedicallyImportantCondition"/>

<value xsi:type="BL" value="true"/>

/observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="27" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="outcome"/>

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2.1.1.11" codeSystemVersion="1.0"/>

/observation>
f/outboundRelalionshipb
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">
<code code="24" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="medicalConfirmationByHealthProfessional"/>

<value xsi:type="BL" value="true"/>

/observation>

|</outboundRelationship2>
|</observation>

f/subjeclof2>

<s_ub jectOf2 typeCode="SBI">

<organizer classCode="CATEGORY" moodCode="EVN">

fcode code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.20" codeSystemVersion="1.0" displayName="testsAndProceduresRelevantToThelnvestigation"/>
<component typeCode="COMP">

<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.2.1</original Text>

|</code>
|<effectiveTime value="20090101"/>
<value xsi:type="IVL_PQ">
<center value="10" unit="mg/dl"/>
|</value>
fimerpretationCode code="F.r.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.12" codeSystemVersion="1.0"/>
<referenceRange typeCode="REFV">
IobservationRange classCode="0OBS" moodCode="EVN.CRT">
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<value xsi:type="PQ" value="40" unit="mg/dl"/>
<interpretationCode code="L" codeSystem="2.16.840.1.113883.5.83"/>

/observationRange>
f/referenceRang»
<referenceRange typeCode="REFV">
observationRange classCode="OBS" moodCode="EVN.CRT">
<value xsi:type="PQ" value="110" unit="mg/dl"/>
<interpretationCode code="H" codeSystem="2.16.840.1.113883.5.83"/>

/observationRange>

f/referenceRang»

<2ulboundRelmionship2 typeCode="PERT">
<observation classCode="OBS" moodCode="EVN">

<value xsi:type="ED">F.r.6</value>
|</observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">

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

<value xsi:type="BL" value="true"/>

</observation>

</outboundRelationship2>
</observation>

flcomponenb
<component typeCode="COMP">

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

<original Text>F.r.2.1</original Text>
|</code>
|<effectiveTime value="20090101"/>
<value xsi:type="IVL_PQ">

<low nullFlavor="NINF"/>

<high value="10" unit="mg/d]" inclusive="false"/>

|</value>
</observation>

</component>
<component typeCode="COMP">

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

<originalText>F.r.2.1</original Text>
|</code>
|<effectiveTime value="20090101"/>
<value xsi:type="TVL_PQ">

<low nullFlavor="NINF"/>

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

</value>

</observation>

</component>
<component typeCode="COMP">

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

<originalText>F.r.2.1</original Text>
</code>
<effectiveTime value="20090101"/>

<code code="10" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="comment"/>

<code code="25" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="moreInformationAvailable"/>

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

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

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
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Medicinal Product
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G Gk Kl
G Gk k1
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<value xsi:type="IVL_PQ">
<low value="10" unit="mg/d!" inclusive="false"/>
<high nullFlavor="PINF"/>
</value>
|</observation>
flcomponent>
<component typeCode="COMP">

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

<original Text>F.r.2.1</original Text>

|</code>

|<effectiveTime value="20090101"/>

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

</value>

</observation>
flcomponent>
<component typeCode="COMP">

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

<original Text>F.r.2.1</original Text>

</code>
<effectiveTime value="20090101"/>

<value xsi:type="ED">F.r.3.4</value>

</observation>

</component>
</organizer>

flsubjectOfb

<subjectOf?2 typeCode="SBJ">

<organizer classCode="CATEGORY" moodCode="EVN">

<component typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">
|<id root="3c91b4d5-€039-4a7a-9c30-67671b0ef9e4" />
<Eonsumable typeCode="CSM">

<i_nstance()fKind classCode="INST">

<kindOfProduct classCode="MMAT" determinerCode="KIND">

<name>G.k.2.2</name>

ngManufacturedProduct classCode="MANU">
<s_ub jectOf typeCode="SBI">
<approval classCode="CNTRCT" moodCode="EVN">
<id extension="G.k.3.1" root="2.16.840.1.113883.3.989.2.1.3.4"/>
<holder typeCode="HLD">
<role classCode="HLD">

<name>G.k.3.3</name>
</playingOrganization>
</role>
|</holder>
<author typeCode="AUT">

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

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

fcode code="4" codeSystem="2.16.840.1.113883.3.989.2.1.1.20" codeSystemVersion="1.0" displayName="drugInformation"/>

<code code="G.k.2.1.1b" codeSystem="TBD-MPID" codeSystemVersion="G.k.2.1.1a"/>

<playingOrganization classCode="ORG" determinerCode="INSTANCE">
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Gk32
Gk32
Country of
Gk32 Gk32 Authorization / 103166.1.2.
Aoplication 2
Gk3.2
Gk32
Gk3.2
Gk.23.0r Rl
Gk Gk23.13
Gk23r Rl Gk23r3 Gk23r.3a Strength (number) G.k.2.3.r.3b Strength (unit)
Gk23r Rl Gk23r3
Gk23r Rl Gk23r3
Gk23r Rl Gk23rl,2
Substance/Specified Substance / _
Gk23: R1 Gk23.r1,2 Gk23r2a SubstanceTermiDV o> Specified o
N ubstance
ersionDate/Number Substance TermID
Substance /
Gk23r Rl Gk23rl,2 Gk23r.1 Specified
Substance Name
Gk23r Rl Gk23rl,2
G.k.2.3.r R1
Gk23r3
Gk23r3 Gk23r.3a Strength (number) G.k.2.3.r.3b Strength (unit)
Gk23r3
Gk23.r.3
Gk23r R2 Gk23rl,2
Substance/Specified Substance / _
Gk23: R2 Gk23:r1,2 Gk23r2a SubstanceTermiDV o >°" Specified o
N ubstance
ersionDate/Number Substance TermID
Substance /
Gk23r R2 Gk23rl,2Gk23r.1 Specified
Substance Name
Gk23r R2 Gk23rl,2
G.k.2.3.r R2
Gk24
Gk24
Gk24 2.1.1.18
Gk24
Gk24
Gk24
Gk24
Identification of
. the Country Where
Gk24 Gk24 the Drug Was
Obtained
Gk24
Gk.24
Gk.24
Gk.24
Gk.24
Gk.2.4
Gk9i il Gk9i3.1
Time Interval Time Interval
between Beginning between Beginning
Gk9i il Gk9iil Gkidla o DrUE Gk9ia.1p O Drue

Administration and
Start of Reaction /
Event (unit)

Administration and
Start of Reaction
Event (number)

<territorial Authority classCode="TERR">
territory classCode="NAT" determinerCode="INSTANCE">

<code code="G .k.3.2" codeSystem="1.0.3166.1.2.2"/>

/territory>
</territorial Authority>
</author>

f/ﬂpprovab

flsubjeclob

|</asManufacturedProduct>

<ingredient classCode="ACTI">

<quantity>
<numerator value="10" unit="G.k.2.3.1.3b"/>
<denominator value="1"/>

5/quamny>

<ingredientSubstance classCode="MMAT" determinerCode="KIND">

<name>G.k.2.3.r.1</name>

f/ingrediemSubstance>

Slingredienb

<ingredient classCode="ACTI">

<quantity>
<numerator value="10" unit="G.k.2.3.r.3b"/>
<denominator value="1"/>

5/quamny>

<ingredientSubstance classCode="MMAT" determinerCode="KIND">

<name>G.k.2.3.r.1</name>

f/ingrediemSubstance>
Slingredienb
|</kindOfProduct>

<subjectOf typeCode="SBJ">

<productEvent classCode="ACT" moodCode="EVN">

<Rexformsr typeCode="PRF">
<assignedEntity classCode="ASSIGNED">

addr>

<country>G.k.2.4</country>

/addr>
/representedOrganization>

fli\ssi gnedEntity>

</performer>

flproductEvenb
flsubjectOb

</instanceOfKind>

</consumable>

<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

<code code="G.k.2.3.r.2b" codeSystem="TBD-Substance" codeSystemVersion="G k.2.3.r.2a"/>

<code code="G.k.2.3.r.2b" codeSystem="TBD-Substance" codeSystemVersion="G k.2.3.r.2a"/>

|<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.18" codeSystemVersion="1.0" displayName="retailSupply"/>

representedOrganization classCode="ORG" determinerCode="INSTANCE">
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Gkoi il Gk9.i3.1
Gkoi il Gk9i3.1 Event ID
GkO9i il  Gk9.i3.1
Gk9i il
Gk9i il  Gk9.i32
Time Interval Time Interval
between Last between Last Dose
Gk9i il Gk9.i32 Gk9.i3.2a Dose of Drugand Gk.9..3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
il Gk9.i32
il Gk9.i32 Event ID
il  Gk9.132
il Gk9.i32
i2  Gk9.i3.1
Time Interval Time Interval
between Beginning between Beginning
. A . . of Drug . of Drug
Gk9i 12 Gk9i31 Gk9.i3dla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
i2 Gk9.i3.1
i2 Gk9.i3.1 Event ID
i2  Gk9.i3.1
i2  Gk9.i3.1
i2  Gk9.132
Time Interval Time Interval
between Last between Last Dose
Gk9i 12 Gk9i32 Gk9.i3.2a Dose of Drug and Gk.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
Gk9i 12 Gk9i32
Gk9i 12 Gk9i32 Event ID
Gk9i 12 Gk9.i32
GkO9i 2 Gk9i3.2
Gk9i i3 Gk9.i3.1
Time Interval Time Interval
between Beginning between Beginning
. A . . of Drug . of Drug
Gk9i i3 Gk9i31 Gk9.i3dla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
Gkoi i3 Gk9i3.l
Gkoi i3 Gk9i3.l Event ID
GkO9i i3 Gk9.i3.l
Gk9i i3  Gk9.i3.1
Gk9i 13 Gk9.i32
Time Interval Time Interval
between Last between Last Dose
Gk9i i3 Gk9i32 Gk9.i3.2a Dose of Drug and Gk.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
i3 Gk9i32
i3 Gk9i32 Event ID
i3 Gk9.132
i3 Gk9i3.2
4 Gk9.i3.1
Time Interval Time Interval
between Beginning between Beginning
. L . . of Drug . of Drug
Gk9i 4 Gk9i31 Gk9.i3dla Administration and Gk9.3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
Gkoi 4 Gk9i3.l
Gkoi 4 Gk9i3.l Event ID
GkO9i 4 Gk9i3.1
Gk9i 14  Gk9.i3.1
Gk9i 14 Gk9i32

actReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-452-a02f-42d4d6f4657" />
/actReference>

f/outboundRelanonshipb

<outboundRelationshipl typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-45f2-a02{-42d4d6f4657" />
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationship1 typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationshipl typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2¢99840f-08b4-499c-80ff-dd84 15f4f8a5"/>
/actReference>

f/outboundRelanonship 1>

<outboundRelationshipl typeCode="SAE">
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k1

k1
k1
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k1

k1
k1
k1
k1
k1

k1

k1
k1
k1

Time Interval
between Last Dose

Time Interval
between Last

Gk9i 4 Gk9i32 Gk9.3.2a Dose of Drugand Gk.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (humber) Event (unit)
Gkoi 4 Gk9i32
Gkoi 4 Gk9i32 Event ID
Gk9i 4 Gk9i32
Gk9i 14 Gk9.i32
Gk9i 15 Gk9.i3.1
Time Interval Time Interval
between Beginning between Beginning
o . . of Drug . of Drug
Gk9.i 15 Gk9i31 Gk9i31a Administration and GkDi31b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
Gk9i 15 Gk9i3l
Gk9i 15 Gk9i3l Event ID
Gk9i 15 Gk9.i3.1
i5  Gk9i3.1
i5  Gk9i3.2
Time Interval Time Interval
between Last between Last Dose
Gk9i 15 Gk9.i32 GkJ9.3.2a Dose of Drug and G.k.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
i5  Gk9i3.2
i5  Gk9i3.2 Event ID
i5  Gk9i3.2
i5  Gk9.13.2
i6 Gk9.i3.1
Time Interval Time Interval
between Beginning between Beginning
o . . of Drug . of Drug
Gk9.i 6 Gk9i31 Gk9i31a Administration and GkDi31b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
i6 Gk9.i3.1
i6 Gk9.i3.1 Event ID
i6 Gk9.i3.1
6 Gk9.i3.1
i6 Gk9i3.2
Time Interval Time Interval
between Last between Last Dose
Gk9i 16 Gk9.i32 GkJ9.3.2a Dose of Drug and G.k.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (humber) Event (unit)
i6 Gk9i3.2
i6 Gk9i3.2 Event ID
i6 Gk9i3.2
6 Gk9.13.2
i7  Gk9.i3.1
Time Interval Time Interval
between Beginning between Beginning
o . . of Drug . of Drug
Gk9.i 17 Gk9i31 Gk9i31a Administration and GkDi31b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
Gk9i 17 Gk9.i3l
Gk9i 17 Gk9.i3l Event ID
Gk9i 17 Gk9.i3.1
Gk9.i i7  Gk9.i3.1
Gk9i i7  Gk9i32
Time Interval Time Interval
between Last between Last Dose
Gk9i 17 Gk9.i3.2 GkJ9.3.2a Dose of Drug and G.k.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (humber) Event (unit)
Gk9i 17 Gk9i32
Gk9i 17 Gk9i32 Event ID
Gk9i i7  Gk9.i32

<pauseQuantity value="10" unit="G.k.9.1.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2e99840f-08b4-499¢-80ff-dd8415f4f8a5"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eacd"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.1.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="1{927283-10b6-4334-9d43-¢925640fb18f"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.1.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-€925640fb18f"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationship]l typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="e0342969-38be-423{-b6bb-ce 14bc279d8e" />
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.1.3.2b"/>
actReference classCode="OBS" moodCode="EVN">

<id root="e0342969-38be-423f-bobb-ce14bc279d8e"/>
/actReference>
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Gk9i 7 Gk9.i3.2
Gk25
Gk25
Gk25 2.1.1.19
. Investigational
Gk25 Gk25 Product Blinded
Gk25
G.k.2.5
R1
R1
Rl Gk4rs8 Gkd4r8 Dosage Text
k4r Rl
Gk4r Rl Gk4r2345
. . Number of Units in Definition of the
Gkdr Rl Gk4r23d, Gkar2 the Interval Gk4r3 Time Interval Unit
Gk4r Rl Gkd4r2345
Gk4r Rl Gk4r2345
Date and Time of
Gk4r Rl Gkd4r234,Gké4rd Start of Drug
Gkds Rl Gkdr23d;Ghars ~DateandTime of
ast
Gk4r Rl Gkd4r2345
Gk4r RI
izutve‘o: ti Route of
Gk4r Rl Gk4rl0.l, Gkar10226MNSTEYON Gy 41102 Administration 1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r Rl Gk4rl10.1, Gk4r.10.1 Administration
(free text)
Rl Gk4rl10.1,2
Rl Gkdérl Gk.4rla Dose(number) G.k.4.r.1b _ Dose (unit)
R1
R1
Gk4r Rl Gk4r7
Gkdr Rl Gkdr] —Gkar7 Hetoh /Lot
umber
Gk4r Rl Gkd4r7
Gk4r Rl Gkd4r9.l,2
Pharmaceutical
Dose Form TermID Pharmaceutical TBD-
Gkar RI Gkar9l2GhAr2ay Gopate ) CRH928 poce Form TermiD DoseForm
Number
Pharmaceutical
Gk4r Rl Gk4r9.1,2 Gk4r9.1 Dose Form (free
text)
Gk4r Rl Gkd4r9.l,2
Gk4r Rl Gk4r9.l,2
Gkd4r RI
Gkd4r RI
Gk4r Rl Gk4rlll,2
Gk4r Rl Gk4rlll,2
Gk4r Rl Gk4rlll,2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gk4r Rl GkArlll, Gkar11.22¢MNSTEYON Gy qp11.2 Administration 2.1.1.14
’ TermID Version TermID
Date / Number
Parent Route of
Gk4r Rl Gkdrll.l, Gk4r.11.1 Administration
(free text)
Gk4r Rl Gk4rlll,2
Gk4r Rl Gk4rlll,2
Gk4r Rl Gk4rlll,2
R1
Gk4r RIL
Gk4r R2

f/outboundRelanonship 1>
<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<value xsi:type="BL" value="true"/>

/observation>

f/outboundRelanonshipb

<2ulboundRelmionship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>

<iffecuveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS">
<period value="10" unit="G .k.4.r.3"/>

|</comp>
<comp xsi:type="TVL_TS" operator="A">
<low value="20090101"/>

<high value="20090101"/>

|</comp>

<comp xsi:type="TVL_TS" operator="A">
<width value="4" unit="G.k.4.r.6b"/>

</comp>

|</effectiveTime>

<original Text>G.k.4.r.10.1</original Text>

|</routeCode>

<doseQuantity value="10" unit="G k.4.r.1b"/>
consumable typeCode="CSM">
<i_nstance()fKind classCode="INST">

|<101NumberTexI>GAk,4.r.7</101NumberText>

|</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

|</inboundRelationship>

|</substanceAdministration>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="COMP">

<code code="6" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="blinded"/>

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G.k.4.r.9.2a">

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">
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k1
k1

k1

k1

(number) (unit)

R2
R2 Gk4r8 Gk4r8 Dosage Text
R2
R2 Gk4r2345
Number of Units in Definition of the
R2 Gkdr234.Gkar2 the Interval Gkar3 Time Interval Unit
R2 Gk4r2345
R2 Gk4r2345
. Date and Time of
R2 Gk4r234,Gk4r4 Start of Drug
Date and Time of
R2 Gk4r234,Gk4rd Last
R2 Gk4r2345
R2
Ezut.e.o: ti Route of
Gk4r R2 Gk4rl0.l, Gk4r1022CMMSTENON Gy 41102 Administration 2.1.1.14
> TermID Version TermID
Date / Number erm
Route of
Gk4r R2 Gkd4rl10.1, Gk4r10.1 Administration
(free text)
R2 Gk4rl0.1,2
R2 Gkarl Gk4rila Dose(number) G.k.4.r1b  Dose (unit)
R2
R2
R2 Gk4r7
Batch / Lot
R2 Gk4r7 Gkar? Number
R2 Gk4rT
R2 Gk4r9.l1,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical TBD-
Gkdr R2 Gk4r9.1,2Gk4r92a Version Date / Gk4r.92b Dose Form TermID DoseForm
Number
Pharmaceutical
Gk4r R2 Gk4r9.1,2 Gk4r9.1 Dose Form (free
text)
R2 Gk4r9.l1,2
R2 Gk4r9.1,2
R2
R2
R2 Gk4rlll,2
R2 Gk4rlll,2
R2 Gk4rlll,2 2.1.1.19
i(aire.nF Tout.te of Parent Route of
Gk4r R2 GkArlll, Gkar11.220MMSTENON Gy 4p11.2 Administration 2.1.1.14
> TermID Version TermID
Date / Number erm
Parent Route of
Gk4r R2 Gkd4rlll, Gk4r11.1 Administration
(free text)
R2 Gk4rlll,2
R2 Gk4rlll,2
R2 Gk4rlll, 2
R2
R2
R3
R3
R3 Gk4r8 GkA4r8 Dosage Text
R3
R3 Gk4r2346
Number of Units in Definition of the
R} Gkdr234iGkar2 the Interval Gkar3 Time Interval Unit
R3 Gk4r2346
R3 Gk4r2346
. Date and Time of
R3 Gk4r234,Gk4r4 Start of Drug
Duration of Drug Duration of Drug
Gk4r R3 Gk4r234,Gk4rba Administration Gk.4.r.6b Administration

<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<iffectlveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
f/comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>

<high value="20090101"/>

</comp>
</effectiveTime>

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G k.4.r.10.2a">

<original Text>G.k.4.r.10.1</original Text>

</routeCode>
:dose()uamitv value="10" unit="G .k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

|<101Number’1'exl>G,k.4,1‘,7</lolNumberTex[>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">

<originalText>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<i_nb0undRelmionship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<originalText>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
</substanceAdministration>

|</outboundRelationship2>

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<effectiveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS">

<period value="10" unit="G.k.4.r.3"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">

<low value="20090101"/>

<width value="4" unit="G.k.4.r.6b"/>
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Gk4r R3 Gk4r234,6
Gkd4r R3
izutve.o: ti Route of
Gk4r R3 GkArl0.l, Gkar1022¢MNSTEYON Gy 41102 Administration 2.1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r R3 Gk4rl10.1, Gk4r.10.1 Administration
(free text)
R3 Gk4rl10.1,2
R3  Gkdrl Gk4rila Dose(number) Gk4.r.db Dose (unit)
R3
R3
R3 Gkd4r7
R3 Gkds] ~Ghar7 Hatoh /Lot
umber
R3  Gkd4r7
R3 Gk4r9.1,2
Pharmaceutical
Dose Form TermID Pharmaceutical TBD-
Gkar R3S Gkardl2GhArS2ay Goipate ) CRH928 pose Form TermiD DoseForm
Number
Pharmaceutical
Gk4r R3 Gk4r9.,2 Gk4r9.1 Dose Form (free
text)
Gk4r R3 Gk4r9l,2
Gk4r R3 Gk4r9.l,2
Gkd4r R3
Gkd4r R3
Gk4r R3 Gk4rlll,2
Gk4r R3 Gk4rlll,2
Gk4r R3 Gk4rlll,2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gka4r R3 GkArlll, Gkar11.22¢MNSTEUON Gy 4p11.2 Administration 2.1.1.14
’ TermID Version TermID
Date / Number
Parent Route of
Gk4r R3 Gkdrll.l, Gk4r.11.1 Administration
(free text)
R3 Gk4rlll,2
R3 Gk4rlll,2
R3 Gk4rlll,2
R3
R3
R4
R4
R4 Gk4r8 Gk4r8 Dosage Text
R4
R4 Gk4r2356
. Number of Units in Definition of the
R4 Gkdr235.Ghar2 the Interval Gk4r3 Time Interval Unit
R4 G.k4r2356
R4 Gk4r2356
Duration of Drug Duration of Drug
Gk4r R4 Gkd4r23,5:Gk4rba Administration Gk.4r.6b Administration
(number) (unit)
Gkds R4 Gk4r235Gkars ~DateandTimeof
ast
Gk4r R4 Gk4r2356
Gkd4r R4
izutve.o: ti Route of
Gk4r R4 GkArl0.l, Gkar10226MNSTEYON Gy 41102 Administration 2.1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r R4 Gkd4rl10.1, Gk4r.10.1 Administration
(free text)
R4 Gk4rl0.1,2
R4 Gkdrl Gk4rila Dose(number) Gk.4.r.1b Dose (unit)
R4
R4

|5/comp>
|</effectiveTime>

<original Text>G.k.4.r.10.1</original Text>

|</routeCode>

<doseQuantity value="10" unit="G.k.4.r.1b"/>
consumable typeCode="CSM">
<i_nstance()fKind classCode="INST">

<lotNumberText>G.k.4.r.7</lotNumberText>

|</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
|</substanceAdministration>

f/outboundRelanonshipb

<2ulboundRelmionship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<iffecuveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G .k.4.r.3"/>
|</comp>
<comp xsi:type="TVL_TS" operator="A">

<width value="4" unit="G.k.4.r.6b"/>

<high value="20090101"/>

|</comp>
</effectiveTime>

<original Text>G.k.4.r.10.1</original Text>

|</routeCode>

<doseQuantity value="10" unit="G.k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G.k.4.r.9.2a">

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<routeCode code="G.k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">
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k1
k1
k1
k1
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k1
k1
k1

k1
k1
k1
k1
k1

k1
k1

k1

k1

k1
k1
k1
k1
k1

k1

k1
k1

k1

k1

k1

R4 Gk4r7
Batch / Lot
R4 Gk4r7 Gkar? Number
R4 Gk4rT
R4 Gk4r9.l1,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical TBD-
Gldr R4 Gkdr9l12Gk4r92a Version Date / Gk4r.92 Dose Form TermID DoseForm
Number
Pharmaceutical
Gk4r R4 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
Gk4r R4 Gk4r9.l,2
Gk4r R4 Gk4r9.l,2
R4
Gk4r R4
Gk4r R4 Gk4rlll,2
Gk4r R4 Gk4rlll,2
Gk4r R4 Gk4rlll,2 2.1.1.19
i(aire.nF Tout.te of Parent Route of
Gk4r R4 GkArlll, Gkar11.220MTSTENON Gy 4r11.2 Administration 2.1.1.14
> TermID Version TermID
Date / Number erm
Parent Route of
Gk4r R4 Gkdrlll, Gk4r11.1 Administration
(free text)
Gk4r R4 Gk4rlll,2
Gk4r R4 Gk4rlll,2
Gk4r R4 Gk4rlll,2
Gk4r R4
R4
RS
RS
RS Gk4r8 Gk4r8 Dosage Text
RS
RS Gk4rds6
Date and Time of
R5 Gk4r456 Gkara Start of Drug
Gkds RS GkdrdSe Gkars DoteandTimeof
ast
Gk4r RS Gkd4rdso
Gk4r RS Gkd4rdso
Duration of Drug Duration of Drug
Gk4r R5 Gkd4r456 Gk4rba Administration Gk.4r.6b Administration
(number) (unit)
RS Gk4r4s6
RS
Ezut.e.oi ti Route of
Gk4r RS Gk4rl0.l, Gk4r1022CMMSTENON Gy 41102 Administration 2.1.1.14
> TermID Version TermID
Date / Number erm
Route of
Gk4r R5 Gkd4rl10.1, Gk4.r10.1 Administration
(free text)
Gk4r RS Gkd4rl0.1,2
Gk4r RS Gkdrl Gk4rila Dose(number) Gk4.r.ib Dose (unit)
Gkd4r RS
Gkd4r RS
Gk4r RS Gkdar?
Batch / Lot
Gk4r RS Gkdar7 Gkar? Number
Gk4r RS Gkdarl
Gk4r RS Gk4r9.l,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical TBD-
Gkdr RS Gk4r9l1,2Gk4rd2a Version Date / Gk4r92b Dose Form TermID DoseForm
Number
Pharmaceutical
Gk4r RS Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
Gk4r RS Gkd4r9.l,2

|<101Number’1'exl>G,k.4,1‘,7</lolNumberTex[>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<originalText>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<i_nb0undRelmi0nship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">

<originalText>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
</substanceAdministration>

|</outboundRelationship2>

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<EffectlveTime xsi:type="SXPR_TS">
<comp xsi:type="TVL_TS">

<low value="20090101"/>

<high value="20090101"/>
|</comp>
<comp xsi:type="TVL_TS" operator="A">

<width value="4" unit="G.k.4.r.6b"/>

</comp>
</effectiveTime>

<originalText>G.k.4.r.10.1</original Text>

|</routeCode>

<doseQuantity value="10" unit="G .k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<lotNumberText>G.k.4.r.7</lotNumber Text>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<original Text>G.k.4.r.9.1</original Text>

</formCode>

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G k.4.r.10.2a">

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">
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Gk

Gk
Gk
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Gk
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Gk
Gk
Gk
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k1
k1
k1
k1
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k1

k1

k1

k1
k1
k1
k1
k1
k1
k1
k1

k1

k1
k1
k1
k1
k1

k1

k1
k1
k1
k1
k1

k1

k1
k1
k1
k1
k1
k1
k1
k1
k1
k1

k1

k1
k1
k1
k1
k1
k1
k1
k1
k1
k1

Gk4r RS Gkd4r9.l,2
Gkd4r RS
Gkd4r RS
Gk4r RS Gk4rlll,2
Gk4r RS Gkd4rlll,2
Gk4r RS Gkd4rlll,2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gk4r RS GkArlll, Gkar11.22¢MNSTEUON Gy qp11.2 Administration 2.1.1.14
> TermID Version TermID
Date / Number
Parent Route of
Gk4r RS Gk4rlll, Gk4r11.1 Administration
(free text)
Gk4r RS Gkd4rlll,2
Gk4r RS Gkd4rlll,2
Gk4r RS Gkd4rlll,2
Gkd4r RS
Gkd4r RS
GkS5
GkS5
GkS5 2.1.1.19
Cumulative Dose Gumulative Dose to
GkS5 Gk.ba to First Reaction Gk.5b First Reaction
(number) (unit)
GkS5
GkS
Gk6
Gk6
Gk6 2.1.1.19
Gestation Period Gestation Period at
Gk6 Gk.ba at Time of G.k.6b Time of Exposure
Exposure (number) (unit)
Gk6
G.k.6
Gkoi il Gk9i4
Gkoi il Gk9i4
Gko9i il  Gk9.i4 2.1.1.19
Did Reaction
Gk9i il Gk9.i4 Gk9.i4  Recur on Re- 2.1.1.16
administration?
Gk9i il Gk9i4
Gk9i il Gk9i4
Gk9oi il Gk9i4 Event ID
Gk9oi il Gk9i4
Gk9i il  Gk9.i4
Gk9i il Gk9i4
GkO9i il  Gk9i4
Gko9i 2 Gk9i4
Gko9i 2 Gk9i4
Gko9i 2  Gk9.i4 2.1.1.19
Did Reaction
Gk9i 12 Gk9.i4 Gk9.i4  Recur on Re- 2.1.1.16
administration?
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4 Event ID
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4
GkO9i 2 Gk9i4
Gk.10or Rl Gk.10x
Gk.10r Rl Gk.10x
Gk.10r Rl Gk.10x 2.1.1.19

|5/kmefProduct>
</instanceOfKind>
/consumable>
<inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
|</substanceAdministration>

f/outboundRelanonshipb

<outboundRelationship2 typeCode="SUMM">

<observation classCode="OBS" moodCode="EVN">
<code code="14" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="cumulativeDose ToReaction"/>

<value xsi:type="PQ" value="10" unit="G.k.5b"/>

</observation>

|</outboundRelationship2>

<outboundRelationship2 typeCode="PERT">

<observation classCode="OBS" moodCode="EVN">
<code code="16" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="gestationPeriod"/>

<value xsi:type="PQ" value="10" unit="G.k.6b"/>

</observation>

|</outboundRelationship2>

<2utb0undRelalionship2 typeCode="PERT">

<observation classCode="OBS" moodCode="EVN">
<code code="31" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="recurranceOfReaction"/>

<value xsi:type="CE" code="G.k.9.1.4" codeSystem="2.16.840.1.113883.3.989.2.1.1.16" codeSystemVersion="1.0"/>

ZoulboundRelmionshipl typeCode="REFR">
actReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-452-a02{-42d4d6f4657" />
/actReference>

</outboundRelationship]>
</observation>

|</outboundRelationship2>

<2utb0undRelalionship2 typeCode="PERT">

<observation classCode="OBS" moodCode="EVN">
<code code="31" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="recurranceOfReaction"/>

<value xsi:type="CE" code="G.k.9.1.4" codeSystem="2.16.840.1.113883.3.989.2.1.1.16" codeSystemVersion="1.0"/>

ZoulboundRelmionshipl typeCode="REFR">
actReference classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
/actReference>

</outboundRelationshipl>
</observation>

|</outboundRelationship2>

<2utb0undRelalionship2 typeCode="REFR">

<observation classCode="OBS" moodCode="EVN">
|<code code="9" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="codedDrugInformation"/>




Additional

G Gk kI ||Gk10r Rl Gk.10x Gk.10r  Information on 2.1.1.17
Drug (coded)

G Gk kI ||Gk10r Rl Gk.l0x

G Gk kI ] Gkl10r Rl Gk.l0x

G Gk kI ] Gk10r R2 Gk.l0x

G Gk k1 J{Gk10r R2 Gk.l0x

G Gk kI ||Gk10r R2 Gk.10x 2.1.1.19
Additional

G Gk kI ||Gk10r R2 Gk.10x Gk.10r  Information on 2.1.1.17
Drug (coded)

G Gk kI ||Gk10r R2 Gk.l0x

G Gk kI ] Gkl10r R2 Gk.10x

G Gk kl Gk.11

G Gk kl Gk.11

G Gk k1 Gk.l11 2.1.1.19
Additional

G Gk k1 Gk.11 Gk11 Information on
Drug (free text)

G Gk k1 Gk.11

G Gk kl Gk.11

G Gk kI | Gk7r Rl Gk7rl,2

G Gk kI | Gk7r Rl Gk7rl,2

G Gk kI | Gk7r Rl Gk7rl,2 2.1.1.19

G Gk K flok7e RI GRInL2 Gk7rza MeSDRAVersion gy Indoation (MedDRA e
Indication as

G Gk kl ||Gk7r Rl Gk7rl,2 Gk7rl Reported by the
Primarv Source

G Gk kI ||Gk7r Rl Gk7rl,2

G Gk kI | Gk7r Rl Gk7r1,2

G Gk kI | Gk7r Rl Gk7rl,2

G Gk kI | Gk7r Rl Gk7rl,2 2.1.1.21

G Gk kI | Gk7r Rl Gk7r1,2

G Gk kI | Gk7r Rl Gk7r1,2

G Gk kI | Gk7r Rl Gk7r1,2

G Gk kI L Gk7r Rl Gk7rl,2

G Gk kI | Gk7r R2 Gk7rl,2

G Gk kI | Gk7r R2 Gk7rl,2

G Gk kI | Gk7r R2 Gk7r1,2 2.1.1.19

¢ o n [l m e o B o, T ey
Indication as

G Gk kl [||Gk7r R2 Gk7rl1,2 Gk7rl Reported by the
Primary Source

G Gk kI ||Gk7r R2 Gk7r1,2

G Gk kI | Gk7r R2 Gk7rl,2

G Gk kI | Gk7r R2 Gk7rl,2

G Gk kI | Gk7r R2 Gk7rl,2 2.1.121

G Gk kI | Gk7r R2 Gk7rl,2

G Gk kI | Gk7r R2 Gk7rl1,2

G Gk kI | Gk7r R2 Gk7rl1,2

G Gk kI | Gk7r R2 Gk7rl,2

G Gk kl Gk8

G Gk kl Gk8

G ok K Gks  Gkg  Actien(® Taken 21115

G Gk k1 Gk8

G Gk k1 GkS8

G Gk k1

G G.k k1

G Gk k2

G Gk k2

G Gk k2 Drug ID

G Gk k2

<value xsi:type="CE" code="G.k.10.r" codeSystem="2.16.840.1.113883.3.989.2.1.1.17" codeSystemVersion="1.0"/>

|</observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">

| <observation classCode="OBS" moodCode="EVN">
<code code="9" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="codedDrugInformation"/>

<value xsi:type="CE" code="G.k.10.r" codeSystem="2.16.840.1.113883.3.989.2.1.1.17" codeSystemVersion="1.0"/>

|</observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">

<observation classCode="OBS" moodCode="EVN">
<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="additionalInformation"/>

<value xsi:type="ST">G.k.11</value>

|</observation>
|</outboundRelationship2>
<i_nb0undRelalionship typeCode="RSON">

<observation classCode="OBS" moodCode="EVN">
fcode code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>

<value xsi:type="CE" code="G.k.7.r.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="G.k.7.r.2a">

<original Text>G.k.7.r.1</original Text>

|</value>

<performer typeCode="PRF">
assignedEntity classCode="ASSIGNED">
<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sourceReporter"/>
/assignedEntity>

|</performer>

|</observation>

f/inboundRelalionshiw
<i_nboundRelmionship typeCode="RSON">

<observation classCode="OBS" moodCode="EVN">
fcode code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>

<value xsi:type="CE" code="G.k.7.r.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="G.k.7.r.2a">

<original Text>G.k.7.r.1</original Text>

|</value>

<performer typeCode="PRF">
assignedEntity classCode="ASSIGNED">
<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sourceReporter"/>
/assignedEntity>

flperformep

|</observation>

|</inboundRelationship>
<inboundRelationship typeCode="CAUS">

<act classCode="ACT" moodCode="EVN">
|<code code="G.k.8" codeSystem="2.16.840.1.113883.3.989.2.1.1.15" codeSystemVersion="1.0"/>

</act>

</inboundRelationship>
</substanceAdministration>

flcomponent>
<component typeCode="COMP">

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

<id root="68d6f5ce-3b3b-45¢7-92dd-69e06730c3a9"/>
<consumable typeCode="CSM">
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k2

k2

k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
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PhPID Version Pharmaceutical

Gk212 Gkz2.1.2a Gk.2.1.2b Product Identifier TBD-PhPID
Date / Number (PhPID)
Medicinal Product
Name as Reported
Gk22 Gk22 by the Primary
Source
Gk31  Gk3l  Authorization/ 2134
Application
Gk33
Gk33
Gk33
GK33 Gk33 Nam.e of Holder /
Applicant
Gk33
Gk33
Gk33
Gk32
Gk32
Gk32
Country of
Gk32 Gk32 Authorization / 10.3166.1.2.
Aoplication 2
Gk32
Gk32
Gk3.2
G.k.23r Rl
Gk23r Rl Gk23r3
Gk23r Rl Gk23r3 Gk23r.3a Strength (number) G.k.2.3.r.3b Strength (unit)
Gk23r Rl Gk23r3
Gk23r Rl Gk23r3
Gk23r Rl Gk23rl,2
Substance /
e N Substance / _
Gk23r Rl Gk23rl,2 Gh23r2a Specificd Substance Gh23r2 g 5o TBD
TermID Version b Substance TermID Substance
Date/Number
Substance /
Gk23r Rl Gk23rl,2Gk23r.1 Specified
Substance Name
Gk23r Rl Gk23rl,2
Gk23r.3
Gk23r R2 Gk23r3 Gk23r.3a Strength (number) Gk.2.3.r.3b Strength (unit)
Gk23rR2 Gk23r3
Gk23r R2 Gk23r3
Gk23r R2 Gk23rl,2
Substance /
e N Substance / _
Gk23r R2 Gk23rl,2 Gh23r2a Specificd Substance Gh23r2 g 5o TBD
TermID Version b Substance TermID Substance
Date/Number
Substance /
Gk23r R2 Gk23rl,2Gk23r1 Specified
Substance Name
Gk23r R2 Gk23rl,2
G.k.23.r R2
Gk24
Gk24

<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<code code="G.k.2.1.2b" codeSystem="TBD-PhPID" codeSystemVersion="G k.2.1.2a"/>

<name>G.k.2.2</name>

<asManufacturedProduct classCode="MANU">
<§1bjec10f typeCode="SBJ">
<approval classCode="CNTRCT" moodCode="EVN">
<id extension="G.k.3.1" root="2.16.840.1.113883.3.989.2.1.3.4"/>
Zholder typeCode="HLD">
<role classCode="HLD">
playingOrganization classCode="ORG" determinerCode="INSTANCE">
<name>G.k.3.3</name>
/playingOrganization>
|</role>
|[</holder>
<iuth0r typeCode="AUT">
<territorial Authority classCode="TERR">
territory classCode="NAT" determinerCode="INSTANCE">

<code code="G .k.3.2" codeSystem="1.0.3166.1.2.2"/>

/territory>

</territorial Authority>

</author>

f/ﬂpprovab

flsubjeclob

|</asManufacturedProduct>

<ingredient classCode="ACTI">

<quantity>

<numerator value="10" unit="G.k.2.3.1.3b"/>
<denominator value="1"/>

5/quamny>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">

<code code="G.k.2.3.r.2b" codeSystem="TBD-Substance" codeSystemVersion="G k.2.3.r.2a"/>

<name>G.k.2.3.r.1</name>

f/ingrediemSubstance>

Slingredienb

<ingredient classCode="ACTI">

<quantity>
<numerator value="10" unit="G.k.2.3.1.3b"/>
<denominator value="1"/>

5/quamny>

<ingredientSubstance classCode="MMAT" determinerCode="KIND">

<code code="G.k.2.3.r.2b" codeSystem="TBD-Substance" codeSystemVersion="G k.2.3.r.2a"/>

<name>G.k.2.3.r.1</name>

</ingredientSubstance>

Slingredienb
|</kindOfProduct>
<subjectOf typeCode="SBJ">

FproductEvent classCode="ACT" moodCode="EVN">
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Gk24 2.1.1.18
Gk24
Gk24
Gk24
Gk24
Identification of
" the Country Where
Gk24 Gk24 the Drug Was
Obtained
Gk24
Gk24
Gk24
Gk24
Gk24
Gk24
Gk24
Gk2.4
Gkoi il Gk9i3.1
Time Interval Time Interval
between Beginning between Beginning
. . . . . of Drug . of Drug
Gk9i il Gk9i31 Gk9ildla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
il Gk9.i3.1
il Gk9.i3.1 Event ID
il Gk9.i3.1
il  Gk9.i3.1
il Gk9i32
Time Interval Time Interval
between Last between Last Dose
Gk9i il Gk9.i32 Gk9.i3.2a Dose of Drugand Gk.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
Gk9i il Gk9i32
Gk9i il Gk9i32 Event ID
Gk9i il  Gk9.i32
GkO9i il  Gk9i3.2
Gko9i 2 Gk9i3.l
Time Interval Time Interval
between Beginning between Beginning
. .o . . . of Drug . of Drug
Gk9i 12 Gk9i31l Gk9ildla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
Gkoi 2 Gk9i3.l
Gkoi 2 Gk9i3.l Event ID
GkO9i 2  Gk9.i3.1
Gk9i 12  Gk9.i3.1
Gk9i 12 Gk9i32
Time Interval Time Interval
between Last between Last Dose
Gk9i 12 Gk9.i32 Gk9.i3.2a Dose of Drugand Gk.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
i2 Gk9i32
i2 Gk9i32 Event ID
i2  Gk9.132
i2  Gk9.i32
i3 Gk9i3.l
Time Interval Time Interval
between Beginning between Beginning
. A . . . of Drug . of Drug
Gk9i 13 Gk9i3l Gk9ildla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
Gkoi i3 Gk9i3.l
Gkoi i3 Gk9i3.l Event ID
Gk9i i3  Gk9.i3.1

<Rerformer typeCode="PRF">
<assignedEntity classCode="ASSIGNED">

addr>
<country>G.k.2.4</country>

/addr>

/representedOrganization>

</assignedEntity>

</performer>

f/produclEvenD
f/subjeclob
|</instanceOfKind>

|</consumable>
<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-452-a02f-42d4d6f4657" />
/actReference>

f/outboundRelanonshipb

<outboundRelationship1 typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-452-a02{-42d4d6f4657" />
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationship1 typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf"/>

/actReference>

|<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.18" codeSystemVersion="1.0" displayName="retailSupply"/>

representedOrganization classCode="ORG" determinerCode="INSTANCE">
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Gk9i i3  Gk9.i3.1
Gk9i 13 Gk9i32
Time Interval Time Interval
between Last between Last Dose
Gk9i i3 Gk9.i32 Gk9.i3.2a Dose of Drugand Gk.9..3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
i3 Gk9i32
i3 Gk9i32 Event ID
i3 Gk9.132
i3 Gk9i3.2
4 Gk9i3.l
Time Interval Time Interval
between Beginning between Beginning
. L . . . of Drug . of Drug
Gk9i 14 Gk9i3l Gk9ildla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
4 Gk9.i3.1
4 Gk9.i3.1 Event ID
k9i 4 Gk9.i3l
Gk9i 14  Gk9.i3.1
Gk9i 14 Gk9i32
Time Interval Time Interval
between Last between Last Dose
Gk9i 4 Gk9.i32 Gk9.i3.2a Dose of Drugand Gk.9..3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
4 Gk9.i32
4 Gk9.i32 Event ID
i4  Gk9.132
4 Gk9.i32
i5  Gk9i3.1
Time Interval Time Interval
between Beginning between Beginning
. L . . . of Drug . of Drug
Gk9i 15 Gk9i31 Gk9ildla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
Gkoi i5 Gk9i3.l
Gkoi i5 Gk9i3.l Event ID
GkO9i i5 Gk9.i3.1
Gk9i 15  Gk9.i3.1
Gk9i 15 Gk9i32
Time Interval Time Interval
between Last between Last Dose
Gk9i 15 Gk9.i32 Gk9.i3.2a Dose of Drugand Gk.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
i5  Gk9i32
i5 Gk9i32 Event ID
i5  Gk9.132
i5  Gk9i3.2
i6 Gk9.i3.1
Time Interval Time Interval
between Beginning between Beginning
. . . . . of Drug . of Drug
Gk9i 16 Gk9.i31 Gk9ildla Administration and Gk9.i3.1b Administration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
i6 Gk9i3.1
i6 Gk9.i3.1 Event ID
i6 Gk9.i3.1
6 Gk9.13.1
i6 Gk9.132
Time Interval Time Interval
between Last between Last Dose
Gk9i 16 Gk9.i32 Gk9.i3.2a Dose of Drugand Gk.9..3.2b of Drug and Start
Start of Reaction of Reaction /
Event (number) Event (unit)
Gk9i 16 Gk9.i32

f/outboundRelanonship 1>
<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4{8a5"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eacd"/>
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-€925640fb18f"/>
/actReference>

f/outboundRelanonshipb

<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
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i6 Gk9i3.2 Event ID
. i6 Gk9i3.2
Gk9i 16 Gk9.13.2
Gk9i 17 Gk9.i3l
Time Interval Time Interval
between Beginning between Beginning
o o . of Drug . of Drug
Gk9i 17 Gk9i31 GkSidfa Administration and G'k'g'l's'mAclministration and
Start of Reaction Start of Reaction /
Event (number) Event (unit)
i7 Gk9.i3.1
i7 Gk9.i3.1 Event ID
i7  Gk9.i3.1
i7  Gk9i3.1
i7 Gk9i3.2
Time Interval Time Interval
between Last between Last Dose
Gk9i 17 Gk9.i32 Gk?9.3.2a Dose of Drug and G.k.9.i.3.2b of Drug and Start
Start of Reaction of Reaction /
Event (humber) Event (unit)
Gko9i 17 Gk9i32
Gko9i 17 Gk9i32 Event ID
Gk9i i7  Gk9i32
Gk9i 17 Gk9.132
Gk25
Gk25
Gk25 2.1.1.19
. Investigational
Gk25 Gk25 Product Blinded
Gk25
G.k.2.5
Gkdr RI
Gk4r RI
Gk4r Rl Gk4r8 Gkdr8 Dosage Text
3 R1
. . Date and Time of
Gk4r Rl Gkd4r4,5 Gkard Start of Drug
Date and Time of
Gk4r Rl Gkdrd,5 Gk4rd Last
Gkdr RI
Ezut.e.o: ti Route of
Gkdr Rl GkA4rl0.1, Gk4r10270MASTaNN g 4102 Administration 1.1.14
’ TermID Version TermID
Date / Number erm
Route of
Gk4r Rl Gk4rl10.1, Gk4.r10.1 Administration
(free text)
Rl Gk4rl0.1,2
Rl Gkarl Gk4rila Dose(number) Gk4rib Dose (unit)
R1
R1
Rl Gk4r7
Batch / Lot
Rl Gk4r7 Gkarl Number
Rl Gk4r7
Rl Gk4r9.1,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical
Gkar Rl Gk4r91,2Gk4r92a Version Date / Gk4r92b Dose Form TermID
Number
Pharmaceutical
Gk4r Rl Gk4r9.1,2 Gk4r9.1 Dose Form (free
text)
Gk4r Rl Gk4r9.l,2
Gk4r Rl Gkd4r9.l,2
Gkdr RI
Gkd4r RI
Gk4r Rl Gkd4rlll,2
Gk4r Rl Gkd4rlll,2

<id root="1f927283-10b6-4334-9d43-€925640fb18f"/>
/actReference>
f/outboundRelanonship 1>

<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="e0342969-38be-423{-b6bb-ce 14bc279d8e" />
/actReference>

|</outboundRelationship1>

<outboundRelationship] typeCode="SAS">

<pauseQuantity value="10" unit="G.k.9.1.3.2b"/>

actReference classCode="OBS" moodCode="EVN">
<id root="e0342969-38be-423f-b6bb-ce 14bc279d8e" />
/actReference>

f/outboundRelanonshipb

<outboundRelationship2 typeCode="PERT">
observation classCode="OBS" moodCode="EVN">

<code code="6" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="blinded"/>

<value xsi:type="BL" value="true"/>

/observation>
f/outboundRelanonshipb
<2ulboundRelmionship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<effectiveTime xsi:type="TVL_TS">

<low value="20090101"/>

<high value="20090101"/>

</effectiveTime>

<originalText>G.k.4.r.10.1</original Text>

|</routeCode>

<doseQuantity value="10" unit="G .k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<lotNumberText>G.k.4.r.7</lotNumber Text>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<inboundRelationship typeCode="REFR">

Fobservation classCode="OBS" moodCode="EVN">

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G k.4.r.10.2a">

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">
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Gk4r Rl Gkd4rlll,2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gkdr Rl Gkdrlll, Gkari1226MPSWENON g g 11.2 Administration 1114
’ TermID Version TermID
Date / Number
Parent Route of
Gk4r Rl Gkd4rll.l, Gk4r.11.1 Administration
(free text)
Rl Gk4rlll,2
Rl Gk4rlll,2
Rl Gk4rlll,2
R1
R1
R2
R2
R2 Gk4rs8 Gkdr8 Dosage Text
R2
. . Date and Time of
Gk4r R2 Gkd4r4,6 Gkard Start of Drug
Duration of Drug Duration of Drug
Gk4r R2 Gkdr4, 6 Gk4rba Administration Gk.4r.6b Administration
(number) (unit)
Gk4r R2
Ezut.e.o: ti Route of
Gk4r R2 Gk4rl0.l, Gk4r1022CMMSTENON Gy 41102 Administration 1.1.14
’ TermID Version TermID
Date / Number erm
Route of
Gk4r R2 Gkd4rl10.1, Gk4.r10.1 Administration
(free text)
Gk4r R2 Gkd4rl0.1,2
Gk4r R2 Gkdrl Gk.4.rla Dose(number) Gk.4.r.1b Dose (unit)
Gkd4r R2
Gk4r R2
Gk4r R2 Gkd4r7
Batch / Lot
Gk4r R2 Gkd4r7 Gkarl Number
Gk4r R2 Gkd4rl
Gk4r R2 Gk4r9.l,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical
Gkdr R2 Gk4r9l1,2Gk4rd2a Version Date / Gk4r92b Dose Form TermID
Number
Pharmaceutical
Gk4r R2 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
R2 Gk4r9.1,2
R2 Gk4r9.1,2
R2
R2
R2 Gk4rlll,2
R2 Gk4rlll,2
R2 Gk4rlll,2 2.1.1.19
i(aire.nF Tout.te of Parent Route of
Gk4r R2 GkArlll, Gkar11.220MNSTENON Gy 4p11.2 Administration 1.1.14
> TermID Version TermID
Date / Number erm
Parent Route of
Gk4r R2 Gkd4rlll, Gk4r11.1 Administration
(free text)
Gk4r R2 Gkd4rlll,2
Gk4r R2 Gkd4rlll,2
Gk4r R2 Gkd4rlll,2
Gk4r R2
Gkd4r R2
Gkd4r R3
Gkd4r R3
Gk4r R3 Gk4r8 GkA4r8 Dosage Text
Gkd4r R3

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
|</substanceAdministration>

f/outboundRelanonshipb

<outboundRelationship2 typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<effectiveTime xsi:type="TVL_TS">

<low value="20090101"/>

<width value="4" unit="G.k.4.r.6b"/>

</effectiveTime>

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G .k.4.r.10.2a">

<original Text>G.k.4.r.10.1</original Text>

</routeCode>
:dose()uamitv value="10" unit="G .k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

|<101Number’1'exl>G,k.4,1‘,7</lolNumberTex[>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">

<originalText>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<i_nb0undRelmionship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<originalText>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
</substanceAdministration>

|</outboundRelationship2>

<outboundRelationship2 typeCode="COMP">

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

<effectiveTime xsi:type="TVL_TS">



z Z Z Z 'z ZZZ Z

Z

Z.

zZ 'z Z Z ZZ Z

G

G

G

G
G
G
G
G
G
G

G

Gk

Gk
Gk

Gk

Gk

Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk

Gk

Gk
Gk
Gk
Gk
Gk
Gk
Gk

Gk

Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk

Gk
Gk
Gk
Gk

k2

k2
k2

k2

k2

k2
k2
k2
k2
k2
k2

k2
k2

k2

k2

k2
k2
k2
k2
k2
k2
k2

k2

k2

k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2
k2

k2

k2
k2
k2
k2

Duration of Drug

Duration of Drug

Gk4r R3 Gkd4rS5 6 Gk4rba Administration Gk.4r.6b Administration
(number) (unit)
Gkds R3 Gkdrs,6 Gkars DateandTimeof
ast
Gkd4r R3
izutve‘o: ti Route of
Gk4r R3 Gk4rl0.l, Gkar1022¢MNSTEYON Gy 41102 Administration 1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r R3 Gk4rl10.1, Gk4r.10.1 Administration
(free text)
R3 Gk4rl10.1,2
R3 Gkdrl Gk.4rila Dose(number) Gk.4.r.1b Dose (unit)
R3
R3
R3 Gkd4r7
R3 Gkds] ~Ghar7 Hatoh /Lot
umber
R3  Gkd4r7
R3 Gkd4r9.l1,2
Pharmaceutical
Dose Form TermID Pharmaceutical
Gk4r R3 Gkd4r9.1,2Gk4r92a Version Date / Gk4r92b ) orm TormiD
Number
Pharmaceutical
Gk4r R3 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
Gk4r R3 Gk4r9l,2
Gk4r R3 Gk4r9.l,2
Gkd4r R3
Gkd4r R3
Gk4r R3 Gk4rlll,2
Gk4r R3 Gk4rlll,2
Gk4r R3 Gk4rlll,2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gk4r R3 GkArlll, Gkar11.22¢MNSTEYON Gy 4p11.2 Administration 1.1.14
’ TermID Version TermID
Date / Number
Parent Route of
Gk4r R3 Gkdrll.l, Gk4r.11.1 Administration
(free text)
R3 Gk4rlll,2
R3 Gk4rlll,2
R3 Gk4rlll,2
R3
R3
R4
R4
R4 Gkd4rs Gkdr8 Dosage Text
R4
R4 Gk4r234
. Number of Units in Definition of the
R4 Gkdr234 Gkar2 the Interval GkAr3 Time Interval Unit
R4 Gk4r234
R4 Gk4r234
Date and Time of
R4 Gkd4r234 Gkard Start of Drug
R4 Gk4r234
R4
Ezut.e.o: ti Route of
Gkdr R4 GkA4rl0.l, Gk4r10270MASTYaNON gy 4102 Administration 1.1.14
’ TermID Version TermID
Date / Number erm
Route of
Gk4r R4 Gkd4rl0.1, Gk4r10.1 Administration
(free text)
R4 Gk4rl0.1,2
R4 Gkdrl Gk.4.rla Dose(number) G.k.4.r.1b Dose (unit)
R4

<width value="4" unit="G.k.4.r.6b"/>

<high value="20090101"/>

</effectiveTime>

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">

<original Text>G.k.4.r.10.1</original Text>

</routeCode>
:doseQuantitv value="10" unit="G.k.4.r.1b"/>
consumable typeCode="CSM">
<i_nstance()fKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

|<101NumberTexI>GAk,4.r.7</101NumberText>

|</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode code="G.k.4.1.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G.k.4.r.9.2a">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<i_nb0undRelalionship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

|</inboundRelationship>

|</substanceAdministration>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<effectiveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS">

<period value="10" unit="G .k.4.r.3"/>

</comp>

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

|<10w value="20090101"/>

</comp>
</effectiveTime>

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G k.4.r.10.2a">

<originalText>G.k.4.r.10.1</original Text>

|</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
consumable typeCode="CSM">
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R4
R4 Gk4r7
Batch / Lot
R4 Gk4r7 Gkarl Number
R4 Gk4rT
R4 Gk4r9.l1,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical TBD-
Gkar R4 Gk4rd.l,2Gk4r92a Version Date / Gk4r9.2b Dose Form TermID DoseForm
Number
Pharmaceutical
Gk4r R4 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
R4 Gk4r9.l1,2
R4 Gk4r9.l1,2
R4
R4
R4 Gk4rlll,2
R4 Gk4rlll,2
R4 Gk4rlll,2 2.1.1.19
i(aire.nF Tout.te of Parent Route of
Gkdr R4 GkArlll, Gkdri1270MASTYaNON g4 p11.2 Administration 1.1.14
’ TermID Version TermID
Date / Number erm
Parent Route of
Gk4r R4 Gkdrlll, Gk4r11.1 Administration
(free text)
R4 Gk4rlll,2
R4 Gk4rlll,2
R4 Gk4rlll, 2
R4
R4
RS
RS
R5 Gka4r8 Gk4r8 Dosage Text
RS
RS Gkd4r235
Number of Units in Definition of the
RS Gkdr235 Gkar2 the Interval Gk4r3 Time Interval Unit
R5 Gk4r235
R5 Gk4r23s
RS GkAr235 Gk4rs Eate and Time of
ast
RS Gkd4r23,5
RS
izutve.o: ti Route of
Gk4r RS Gk4rl0.l, Gkar1022¢MNSTEYON Gy 40102 Administration 1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r RS Gk4rl10.1, Gk4r.10.1 Administration
(free text)
RS Gk4rl10.1,2
R5 Gkdrl Gk.4rila Dose(number) Gk.4.r.1b Dose (unit)
5.k RS
Gk4r RS
Gk4r RS Gkard
Gkdr RS Gkdr] —Gkar7 Hotoh /Lot
umber
Gk4r RS Gkd4r?
Gk4r RS Gk4r9l,2
Pharmaceutical
Dose Form TermID Pharmaceutical TBD-
Ghar RS Gkar9l2GkarS2ay, Goipate ) CRH928 pose Form TermiD DoseForm
Number
Pharmaceutical
Gk4r RS Gk4r9.1,2 Gk4r9.1 Dose Form (free
text)
Gk4r RS Gk4r9l,2
Gk4r RS Gk4r9.l,2

<instanceOfKind classCode="INST">
<lotNumberText>G.k.4.r.7</lotNumber Text>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<originalText>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<i_nb0undRelmi0nship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">

<originalText>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
</substanceAdministration>

|</outboundRelationship2>

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
|<high value="20090101"/>
</comp>
|</effectiveTime>

<original Text>G.k.4.r.10.1</original Text>

|</routeCode>

<doseQuantity value="10" unit="G.k.4.r.1b"/>
consumable typeCode="CSM">
<i_nstance()fKind classCode="INST">

|<101NumberTexI>GAk,4.r.7</101NumberText>

|</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G.k.4.r.9.2a">
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Gkd4r RS
Gkd4r RS
Gk4r RS Gk4rlll,2
Gk4r RS Gk4rlll,2
Gk4r RS Gkd4rlll,2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gkdr RS Gkdrlll, Gkari1226MPSWaUON g4 11.2 Administration 1114
’ TermID Version TermID
Date / Number
Parent Route of
Gk4r RS Gkdrll.l, Gk4r.11.1 Administration
(free text)
Gk4r RS Gkd4rlll,2
Gk4r RS Gkd4rlll,2
Gk4r RS Gkd4rlll,2
RS
Gkd4r RS
Gk4r R6
Gk4r R6
Gk4r R6 Gk4r8 Gkdr8 Dosage Text
Gk4r R6
Gk4r R6 Gk4r236
. . Number of Units in Definition of the
Gkdr R6 Gk4r236 Gkar2 the Interval GkAr3 Time Interval Unit
Gk4r R6 Gk4r23o
Gk4r R6 Gk4r23o
Duration of Drug Duration of Drug
Gk4r R6 Gkdr23,6 Gk4rba Administration Gk.4r.6b Administration
(number) (unit)
Gk4r R6 Gk4r236
Gk4r R6
Ezut.e.oi ti Route of
Gk4r R6 Gk4rl0.l, Gkar1022CMMSTENON Gy 41102 Administration 1.1.14
’ TermID Version TermID
Date / Number erm
Route of
Gk4r R6 Gk4rl0.1, Gk4r10.1 Administration
(free text)
Gk4r R6 Gk4rl0l,2
Gk4r R6  Gkdrl Gk.4.rla Dose(number) Gk.4.r.1b_ Dose (unit)
Gkd4r R6
Gk4r R6
Gk4r R6 Gkdar7
Batch / Lot
Gk4r R6 Gkdar7 Gk4rl Number
Gk4r R6 Gk4r7
Gk4r R6 Gk4r9l,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical TBD-
Gkdr R6 Gk4rd.l,2Gk4rd2a Version Date / Gk4r9.2b Dose Form TermID DoseForm
Number
Pharmaceutical
Gk4r R6 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
R6 Gk4r9.1,2
R6 Gk4r9.1,2
R6
R6
R6 Gk4rlll,2
R6 Gk4rlll,2
R6 Gkd4rlll,2 2.1.1.19
i(aire.nF Tout.te of Parent Route of
Gk4r R6 GkArlll, Gkar11.220MMSTENON Gy 4r11.2 Administration 1.1.14
> TermID Version TermID
Date / Number erm
Parent Route of
Gk4r R6 Gkd4rlll, Gk4r11.1 Administration
(free text)
Gk4r R6 Gk4rlll,2
Gk4r R6 Gk4rlll,2

</instanceOfKind>

/consumable>
<i_nb0undRelalionship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
|</substanceAdministration>

f/outboundRelanonshipb

<2ulboundRelmionship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<effectiveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS">

<period value="10" unit="G .k.4.r.3"/>
</comp>
<comp xsi:type="TVL_TS" operator="A">

<width value="4" unit="G.k.4.r.6b"/>

</comp>
</effectiveTime>

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G .k.4.r.10.2a">

<original Text>G.k.4.r.10.1</original Text>

</routeCode>
:dose()uamitv value="10" unit="G .k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<lotNumberText>G.k.4.r.7</lotNumber Text>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<i_nb0undRelmi0nship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<originalText>G.k.4.r.11.1</original Text>

</value>

</observation>
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R6 Gk4rlll, 2
R6
RO
R7
R7
R7 Gk4rs Gk.4r8 Dosage Text
R7 Gkd4r2,3
. Number of Units in Definition of the
R7 Gk4r2,3 Gk4r2 the Interval Gk4r3 Time Interval Unit
R7 Gkd4r2,3
izutve‘o: ti Route of
Gk4r R7 Gk4rl0.l, Gkar10226MNSTEYON Gy 41102 Administration 1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r R7 Gk4rl10.1, Gk4r.10.1 Administration
(free text)
R7 Gk4rl10.1,2
R7 _Gkdrl Gk.4rila Dose(number) Gk.4.r.1b Dose (unit)
R7
R7
R7 Gkd4r7
R7 Gkds] ~ Ghar7 Hatoh /Lot
umber
R7  Gkd4r7
R7 Gk4r9.l1,2
Pharmaceutical
Dose Form TermID Pharmaceutical
Gk4r R7 Gkd4r9.1,2Gk4r9.2a Version Date / Gk4r92b ) o orm TormiD
Number
Pharmaceutical
Gk4r R7 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
Gk4r R7 Gk4r9l,2
Gk4r R7 Gk4r9.l,2
Gkd4r R7
Gkd4r R7
Gk4r R7 Gk4rlll,2
Gk4r R7 Gk4rlll,2
Gk4r R7 Gk4rlll,2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gk4r R7 GkArlll, Gkar11.22¢MNSTEUON Gy 4p11.2 Administration 1.1.14
’ TermID Version TermID
Date / Number
Parent Route of
Gk4r R7 Gkdrll.l, Gk4r.11.1 Administration
(free text)
Gk4r R7 Gk4rlll,2
Gk4r R7 Gk4rlll,2
Gk4r R7 Gk4rlll,2
Gkd4r R7
Gk4r R7
Gk4r R8
R8
Gk4r R8 Gk4r8 Gkdr8 Dosage Text
Gk4r R8 Gkdard
. . Date and Time of
Gk4r R8 Gkdar4 Gk4ra Start of Drug
Gk4r R8 Gkdrd
izutve‘o: ti Route of
Gk4r RS GkArl0.l, Gkar1022¢MNSTEYON Gy 41102 Administration 1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r R8 Gk4r.l10.1, Gk4r.10.1 Administration
(free text)
R8 G.k4rl10.1,2
RS Gkdrl Gk.4rila Dose(number) Gk.4.r.1b Dose (unit)
Gk4r R8
Gk4r R8

If/inboundRek\lmnship>
|</substanceAdministration>

f/outboundRelanonshipb

<2ulboundRelmionship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>

<effectiveTime xsi:type="PIVL_TS">

|<perlod value="10" unit="G.k.4.r.3"/>

</effectiveTime>

<original Text>G.k.4.r.10.1</original Text>

</routeCode>
:doseQuantitv value="10" unit="G.k.4.r.1b"/>
consumable typeCode="CSM">
<i_nstance()fKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

|<101NumberTexI>GAk,4.r.7</101NumberText>

|</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
|</substanceAdministration>

f/outboundRelanonshipb

<2ulboundRelmionship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>

<effectiveTime xsi:type="TVL_TS">

|<10w value="20090101"/>

</effectiveTime>

<original Text>G.k.4.r.10.1</original Text>

|</routeCode>

<doseQuantity value="10" unit="G k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G.k.4.r.9.2a">

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<routeCode code="G.k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">
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k2

k2
k2
k2
k2
k2
k2
k2

R8 Gkd4r7
Batch / Lot
R8 Gkd4r7 Gkar? Number
R8 Gk4r7
R8 Gk4r9.l1,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical
Gkdr R8 Gk4r9l,2Gk4rd2a Version Date / Gk4r92b Dose Form TermID
Number
Pharmaceutical
Gk4r R8 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
Gk4r R8 Gk4r9.l,2
Gk4r R8 Gkd4r9.l,2
R8
Gk4r R8
Gk4r R8 Gkd4rlll,2
Gk4r R8 Gkd4rlll,2
Gk4r R8 Gkd4rlll,2 2.1.1.19
i(aire.nF Tout.te of Parent Route of
Gka4r RS GkArlll, Gkar11.220MMSTENON Gy 4p11.2 Administration 1.1.14
> TermID Version TermID
Date / Number erm
Parent Route of
Gk4r R8 Gkd4rlll, Gk4r11.1 Administration
(free text)
Gk4r R8 Gkd4rlll,2
Gk4r R8 Gkd4rlll,2
Gk4r R8 Gkd4rlll,2
Gk4r R8
R8
R9
R9
R9 Gk4rs Gk4r8 Dosage Text
R9 Gkd4rs
Date and Time of
R9 Gk4rS GkA4rb Last
Gk4r R9 Gkd4rs
Ezut.e.oi ti Route of
Gk4r R9 Gk4rl0.l, Gk4ar1022CMMSTENON Gy 41102 Administration 1.1.14
> TermID Version TermID
Date / Number erm
Route of
Gk4r R9 Gkd4rl10.1, Gk4r10.1 Administration
(free text)
R9 Gk4rl0.1,2
R9 Gkdrl Gk.4.rla Dose(number) Gk.4.r.1b_ Dose (unit)
R9
R9
RO Gkd4r7
Batch / Lot
RO Gkd4r7 Gkar? Number
R9  Gk4rT
R9 Gk4r9.l1,2
Pharmaceutical
. . Dose Form TermID Pharmaceutical
Gkdr RO Gk4r9l,2Gk4rd2a Version Date / Gk4r92b Dose Form TermID
Number
Pharmaceutical
Gk4r R9 Gk4r9.l,2 Gk4r9.1 Dose Form (free
text)
R9 Gk4r9.l1,2
R9 Gk4r9.1,2
RY
RY
R9 Gk4rlll,2
R9 Gk4rlll,2
R9 Gk4rlll,2 2.1.1.19

<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
|<101Number’1'exl>G,k.4,1‘,7</lolNumberTex[>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">

<originalText>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<i_nb0undRelmi0nship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<originalText>G.k.4.r.11.1</original Text>

</value>

</observation>

</inboundRelationship>
</substanceAdministration>

|</outboundRelationship2>

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>

<cffectiveTime xsi:type="IVL_TS">

|<high value="20090101"/>

</effectiveTime>

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G k.4.r.10.2a">

<originalText>G.k.4.r.10.1</original Text>

</routeCode>
:dose()uamitv value="10" unit="G .k.4.r.1b"/>
consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

<lotNumberText>G.k.4.r.7</lotNumber Text>

flproduclInstanceInslance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G k.4.r.9.2a">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">
|<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>




z 'z Z 'z 'z ZZZZZ Z

Z.

zZ 'z Z ZZ ZZZ

Z

Z.

zZ 'z Z 'z ZZ Z

G

G

G

G
G

G
G
G
G

G

G

Gk

Gk

Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk

Gk

Gk

Gk

Gk
Gk
Gk
Gk
Gk

Gk

Gk

Gk
Gk
Gk
Gk
Gk
Gk
Gk

Gk

Gk

Gk
Gk
Gk
Gk
Gk
Gk
Gk
Gk

Gk
Gk

k2
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k2
k2
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k2
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k2

Parent Route of
Administration

Parent Route of

Gk4r R9 Gkd4rlll, Gk4ril2 TermiD Version G.k.4.r.ll.2¢:::l1é)stratlon 1.1.14
Date / Number
Parent Route of
Gk4r R9 Gkdrll.l, Gk4r.11.1 Administration
(free text)
R9 Gk4rlll,2
R9 Gk4rlll,2
R9 Gk4rlll, 2
R9
R9
R10
R10
R10 Gk4rs8 Gkdr8 Dosage Text
R10 Gk4.r.6
Duration of Drug Duration of Drug
Gk4r RI0 Gkdr6 Gk4rba Administration Gk.4.rBb Administration
(number) (unit)
Gk4r RI0 Gk4ro
izutve‘o: ti Route of
Gka4r RI0 GkArl0.l, Gkar10226MNSTEYON Gy 41102 Administration 1.1.14
’ TermID Version TermID
Date / Number
Route of
Gk4r RI0 Gk4.r.10.1, Gk4r10.1 Administration
(free text)
G.k4.r.10.1,2
Gkaurl Gk.4rila Dose(number) Gk.4.r.1b Dose (unit)

Gk4r RI0O Gka4r7
Gkds R0 Gk4r] — Gkar7 Hotoh /Lot
umber
Gk4r RI0 Gkd4r7
Gkd4r RI0 Gk4r9.l1,2
Pharmaceutical
Dose Form TermID Pharmaceutical
Gk4r RI0 Gk4r9.1,2Gk4r9.2a Version Date / Gk4r9.2b Dose Form TermiD
Number
Pharmaceutical
Gk4r RI10 Gk4r9.1,2 Gk4r9.1 Dose Form (free
text)
Gkd4r RI0 Gk4r9.1,2
Gk4r RI0 Gk4r9.1,2
Gkd4r RIO
Gkd4r RIO
Gkd4r RI0 Gk4rlll, 2
Gkd4r RI0 Gk4rlll, 2
Gkd4r RI0 Gk4rlll, 2 2.1.1.19
i:rep t TOL:;& of Parent Route of
Gka4r RI0 GkArlll, Gkar11.226MNSTEYON Gy qp11.2 Administration 1.1.14
’ TermID Version TermID
Date / Number
Parent Route of
Gk4r RI0 Gk4r.ll.l, Gk4r11.1 Administration
(free text)
Gkd4r RI0 Gk4rlll, 2
Gkd4r RI0 Gk4rlll, 2
Gk4r RI0 Gk4rlll,2
1
Gkd4r RI0
GkS5
GkS5
GkS5 2.1.1.19
Cumulative Dose Gumulative Dose to
GkS Gk.ba to First Reaction Gk.5b First Reaction
(number) (unit)
GkS5
GkS

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>
</inboundRelationship>
|</substanceAdministration>
f/outboundRelanonshipb
<2ulboundRelmionship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
|<text>G.k.4.r.8</text>
<effectiveTime xsi:type="TVL_TS">

<width value="4" unit="G.k.4.r.6b"/>

</effectiveTime>

<original Text>G.k.4.r.10.1</original Text>

</routeCode>
:doseQuantitv value="10" unit="G.k.4.r.1b"/>
consumable typeCode="CSM">
<i_nstance()fKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">

|<101NumberTexI>GAk,4.r.7</101NumberText>

|</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">

<original Text>G.k.4.r.9.1</original Text>

</formCode>
|</kindOfProduct>
</instanceOfKind>

/consumable>
<inboundRelationship typeCode="REFR">
<observation classCode="OBS" moodCode="EVN">

<original Text>G.k.4.r.11.1</original Text>

</value>

</observation>

|</inboundRelationship>
|</substanceAdministration>
f/outboundRelanonshipb
<outboundRelationship2 typeCode="SUMM">

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

<value xsi:type="PQ" value="10" unit="G.k.5b"/>

</observation>

|</outboundRelationship2>

<value xsi: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">

<routeCode code="G k.4.r.10.2b" codeSystem="2.16.840.1.113883.3.989.2.1.1.14" codeSystemVersion="G.k.4.r.10.2a">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm" codeSystemVersion="G.k.4.r.9.2a">

<code code="28" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="parentRouteOf Administration"/>

<value xsi: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">

<code code="14" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="cumulativeDose ToReaction"/>
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k2
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Gk6
Gk6
Gk6 2.1.1.19
Gestation Period Gestation Period at
Gk6 Gk.6a at Time of G.k.6b Time of Exposure
Exposure (number) (unit)
Gk6
G.k.6
Gkoi il Gk9i4
Gkoi il Gk9i4
Gkoi il Gk9i4 2.1.1.19
Did Reaction
Gk9i il Gko.i4 Gk9.i4  Recur on Re- 2.1.1.16
administration?
Gk9i il Gk9i4
Gk9i il Gk9i4
Gk9i il Gk9i4 Event ID
Gk9i il Gk9i4
Gk9i il  Gk9i4
Gk9i il Gk9i4
GkOoi il  Gk9.i4
Gkoi 2 Gk9i4
Gkoi 2 Gk9i4
Gkoi 2 Gk9i4 2.1.1.19
Did Reaction
Gk9i 2 Gk9.i4 Gk9.i4  Recur on Re— 2.1.1.16
administration?
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4 event ID
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4
Gk9i 12 Gk9i4
GkO9i 2 Gk9i4
Gk.10or Rl Gk.10x
Gk.10r Rl Gk.10x
Gk.10r Rl Gk.10x 2.1.1.19
Additional
Gk.10r Rl Gk.10x Gk.10r  Information on 2.1.1.17
Drug (coded)
Gk.10r Rl Gk.I0r
Gk.10or Rl Gk10.r
Gk.10or R2 Gk.10x
Gk.10r R2 Gkl10x
Gk.10r R2 Gkl10x 2.1.1.19
Additional
Gk.10r R2 Gk.l10x Gk.10r  Information on 2.1.1.17
Drug (coded)
Gk.10r R2 Gk.I0r
Gk.10or R2  G.k.10.r
Gk.11
Gk.11
Gk.l11 2.1.1.19
Additional
Gk.l11 Gk.11 Information on
Drug (free text)
Gkl
Gk.11
Gk7r Rl Gk7rl,2
Gk7r Rl Gk7rl,2
Gk7r Rl Gk7rl,2 2.1.1.19
" " MedDRA Version Indication (MedDRA 2.16.840.1.1
GkTr RL Gk7rl,2 GkTrZa o 1 gication GRTr2 o ode) 13883.6.163
Indication as
Gk7r Rl Gk7rl1,2 Gk7ri Reported by the

Primarv Source

<2utb0undRelalionship2 typeCode="PERT">
<observation classCode="OBS" moodCode="EVN">
<code code="16" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="gestationPeriod"/>

<value xsi:type="PQ" value="10" unit="G.k.6b"/>

|</observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">

<observation classCode="OBS" moodCode="EVN">
<code code="31" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="recurranceOfReaction"/>

<value xsi:type="CE" code="G.k.9.1.4" codeSystem="2.16.840.1.113883.3.989.2.1.1.16" codeSystemVersion="1.0"/>

ZoulboundRelmionshipl typeCode="REFR">
actReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-452-a02{-42d4d6f4657" />
/actReference>

f/outboundRelanonship 1>
|</observation>

|</outboundRelationship2>
<2utb0undRelalionshipZ typeCode="PERT">

<observation classCode="OBS" moodCode="EVN">
<code code="31" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="recurranceOfReaction"/>

<value xsi:type="CE" code="G.k.9.1.4" codeSystem="2.16.840.1.113883.3.989.2.1.1.16" codeSystemVersion="1.0"/>

ZoulboundRelmionshipl typeCode="REFR">
actReference classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
/actReference>

f/outboundRelanonship 1>
|</observation>

|</outboundRelationship2>
<2utb0undRelalionshipZ typeCode="REFR">

<observation classCode="OBS" moodCode="EVN">
<code code="9" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="codedDrugInformation"/>

<value xsi:type="CE" code="G.k.10.r" codeSystem="2.16.840.1.113883.3.989.2.1.1.17" codeSystemVersion="1.0"/>

|</observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">

<observation classCode="OBS" moodCode="EVN">
<code code="9" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="codedDrugInformation"/>

<value xsi:type="CE" code="G.k.10.r" codeSystem="2.16.840.1.113883.3.989.2.1.1.17" codeSystemVersion="1.0"/>

|</observation>
|</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">

<observation classCode="OBS" moodCode="EVN">
<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="additionalInformation"/>

<value xsi:type="ST">G.k.11</value>

|</observation>
|</outboundRelationship2>
<i_nb0undRelalionship typeCode="RSON">

<observation classCode="OBS" moodCode="EVN">
<code code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>

<value xsi:type="CE" code="G.k.7.r.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="G.k.7.r.2a">

<original Text>G.k.7.r.1</original Text>




G Gk 9 GkIrl.2

G Gk 9 Gk7rl.2

G Gk 9 GkTrl.2

G Gk K GkTrl.2 21121

G Gk 9 GkTrl.2

G Gk 9 GkTrl.2

G Gk 9 GkTrl.2

G Gk K GkTrl.2

G Gk K Gk7rl.2

G Gk K Gk7rl,2

G Gk K GkTrl,2 21119

b W
Indication as

G Gk K Gk7rl,2 GkIrl  Reported by the
Primary Source

G Gk 9 Gk7rl2

G Gk 9 Gk7rl.2

G Gk 9 GxTrl,2

G Gk 9 GxTrl,2 21121

G Gk K GxTrl,2

G Gk K GxTrl,2

G Gk K GxTrl,2

G Gk 9 GikIrl.2

G Gk 9 Gk8

G Gk 9 Gk8

G Gk 5 Gk8 Gk Action(s) Taken 21115

G Gk K Gk8

G Gk K Gk8

G Gk K

G Gk K2

G

G

G

G

G Gkl Kkl Gkl

G Gkl K Gkl

G Gkl K Gkl 21119

G lokl Gkl Gkl ffhgr:z;'j:“"” 21113

6 okl K Gkl

G okl K Gkl

G lokl K Gkl drug ID

G |okl K Gkl

G |okl K Gkl

G Gkl Kl Gkl

G Gkl K Gl

G Gkl K Gkl

G Gkl K Gkl

G Gkl K Gkl 21119

6 lox1 1w Gkl Gkl Characterization 21113
O rug Role

6 |okl ke Gkl

G |okl ke Gkl

G loxk1 K Gkl drug ID

G |okl ke Gkl

G lokl Kk Gkl

G Gkl k Gkl

G Gkl K Gl

G Gk9i2r kLilrl

G i2r KLilrl

</value>
<performer typeCode="PRF">
assignedEntity classCode="ASSIGNED">
<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sourceReporter"/>
/assignedEntity>
</performer>
|</observation>
f/inboundRelalionshiw
<i_nboundRelmionship typeCode="RSON">
<observation classCode="OBS" moodCode="EVN">
fcode code="19" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="indication"/>

<value xsi:type="CE" code="G.k.7.r.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="G.k.7.r.2a">

<original Text>G.k.7.r.1</original Text>

|</value>

<performer typeCode="PRF">
assignedEntity classCode="ASSIGNED">
<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sourceReporter"/>
/assignedEntity>

flpen‘ormep

|</observation>

|</inboundRelationship>
<inboundRelationship typeCode="CAUS">

<act classCode="ACT" moodCode="EVN">
|<code code="G.k.8" codeSystem="2.16.840.1.113883.3.989.2.1.1.15" codeSystemVersion="1.0"/>

</act>

f/inboundRelalionshiw

</substanceAdministration>

</component>

</organizer>
flsubjectOfb
</primaryRole>

5/sub ject]>
<component typeCode="COMP">

<causalityAssessment classCode="OBS" moodCode="EVN">
<code code="20" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="interventionCharacterization"/>
<value xsi:type="CE" code="G.k.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.13" codeSystemVersion="1.0"/>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3c91b4d5-039-4a7a-9c30-67671b0ef9e4"/>
</productUseReference>
</subject2>
flcausahtyAssessmenD
f/componem>
<component typeCode="COMP">
<causalityAssessment classCode="OBS" moodCode="EVN">
<code code="20" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="interventionCharacterization"/>
<value xsi:type="CE" code="G.k.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.13" codeSystemVersion="1.0"/>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="68d6f5ce-3b3b-45¢7-92dd-69e06730c329"/>
</productUseReference>
</subject2>

flcausahtyAssessmenD
</component>
<component typeCode="COMP">

FcausahtyAssessmem classCode="0OBS" moodCode="EVN">



G Gk9ilr klilrl 2.1.119
G |Gk9izr ki ilrl Gk9.i2r3 Gk9i2r3 ﬁzzzgs:ent

G [Gx9i2r kLilrl Gk9i2r2

G [ck9izr kiilrl Gk9i2r2 Gk9.i2r2 X:St::r:efnt

G |ok9i2r klilrl Gk9.i2.r2

G |ok9i2r klilrl Gk9.i2rl

G |ok9i2r klilrl Gk9i2rl

G |ok9i2r klilrl Gk9i2rl

G |Gk9izr ki ill Gk9i2rl Gkizrt Souree of

G KL il,rl

G [Gx9i2r KLil.rl

G |Gx9i2r kLilrl Gk9i2rl

G [Gx9i2r kLilrl

G [Gx9i2r KLil.rl

G [Gx9i2r KLil.rl Event ID
G [Gx9i2r KLil.rl

G |Gx9i2r kLilrl

G [Gx9i2r kLilrl

G [Gx9i2r KLil.rl

G [Gx9i2r KLil.rl drug ID
G [Gx9i2r KLil.rl

G |Gx9i2r KLilrl

G Gk9i2r KLil.rl

G G.k.9.4.2r kl,il,rl

G Gk9i2r kl,i2rl

G Gk9ilr kl,i2rl

G Gk9ilr kl,i2rl 2.1.119
G |Gk9i2r KL i2rl Gk9i2r3 Gkizrd hosltol

G [Gx9i2r kLizrl Gk9i2.r2

G |ck9izr ki,i2rl Gk9i2r2 Gk9.i2r2 X:St::r:efnt

G |ok9i2r kl,i211 Gk9.i2.02

G |Gk9i2r kl,i2rl Gk9.i2rl

G |ok9i2r kl,i2rl Gk9i2rl

G |ok9i2r kl,i2rl Gk9i2rl

G [Gk9izr kil Gk9i2rl Gkizry Souree of

G Kl i2, 11

G [Gx9i2r KLizrl

G |Gx9i2r kLinrl Gk9i2rl

G [Gx9izr kLizrl

G [Gx9i2r KLizrl

G [Gx9i2r KLizrl Event ID
G [Gx9i2r KLinrl

G |Gx9i2r kLirl

G [Gx9izr kLizrl

G [Gx9i2r KLizrl

G [Gx9i2r KLizrl drug ID
G [Gx9i2r KLizrl

G |Gx9i2r kLi2rl

G Gk9i2r KLirl

G Gk9i2r kl,i2rl

G Gk9ilr k21l

G Gk9i2r k221l

G Gk9ilr k221l 2.1.119
G |Gkoi2r k2 inil Gk9i2r3 Gkizrd hosltol

G [Gx9izr k2.izrl Gk9i2r2

G [ck9izr k221l Gk9i2r2 Gk9i2r2 X:St::r:efnt

<value xsi:type="ST">G.k.9.1.2.r.3</value>
ZmelhodCode>
|<0riginalTexI>GAk,9.1A2.r.2</0riginalTexI>
|</methodCode>
<author typeCode="AUT">
assignedEntity classCode="ASSIGNED">
<code>
<original Text>G.k.9.1.2.r. 1</original Text>
</code>
/assignedEntity>
|</author>
<s_ubjeml typeCode="SUBI">
<adverseEffectReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-452-a02{-42d4d6f4657" />
|</adverseEffectReference>
flsubjectb
<s_ubj5012 typeCode="SUBI">
<productUseReference classCode="SBADM" moodCode="EVN">
|<id root="3¢91b4d5-e039-4a7a-9c30-67671b0ef9e4"/>
f/produclUseReference>
flsubjec12>

</causality Assessment>

</component>

<component typeCode="COMP">

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

<value xsi:type="ST">G.k.9.1.2.r.3</value>
ZmelhodCode>
|<0riginalTexI>GAk,9.1A2.r.2</0riginalTexI>
|</methodCode>
<author typeCode="AUT">
assignedEntity classCode="ASSIGNED">
<code>
<original Text>G.k.9.1.2.r. 1</original Text>
</code>
/assignedEntity>
|</author>
<s_ubjeml typeCode="SUBI">
<adverseEffectReference classCode="OBS" moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
|</adverseEffectReference>
flsubjectb
<s_ubj5012 typeCode="SUBI">
<productUseReference classCode="SBADM" moodCode="EVN">
|<id root="3¢91b4d5-e039-4a7a-9c30-67671b0ef9e4"/>
f/produclUseReference>
flsubjec12>

</causality Assessment>

</component>

<component typeCode="COMP">

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

<value xsi:type="ST">G.k.9.1.2.r.3</value>

<methodCode>

|<0riginalTexI>GAk,9.1A2.r.2</0riginalTexI>

<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="causality"/>

<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="causality"/>

<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="causality"/>



G |okoizr ki Gk9.i2.r2
G [Groizr kil Gk9i2rl
G [Gk9izr kil Gk9i2rl
G [Gk9izr kil Gk9i2rl
G |ok9izr k22l Gk9i2rl Gkizrt SoUree of
G [Gx9i2r K2.inrl Gk9i2rl
G [Gx9i2r K2.inrl Gk9i2rl
G |Gx9i2r k2.inrl Gk9i2rl
G [Gx9izr k2.izrl
G [Gx9i2r K2.inrl
G [Gx9i2r K2.inrl Event ID
G [Gx9i2r K2.inrl
G |Gx9i2r K2.inrl
G [Gxo9izr k2.iznrl
G [Gx9i2r K2.inrl
G [Gx9i2r K2.inrl drug ID
G [Gx9i2r K2.inrl
G |Gx9i2r K2.inrl
G Gk9i2r K2.irl
G K2, i2, 11
G K2, 2,12
G K2, 2,12
G k2,12, 12 21119
G K212 Gk9ilr3 Gk9i2ra Result of
. Assessment
G [oxoizr kizn Gk9i2.r2
G [ck9i2r k222 Gk9i2r2 Gk9.i2r2 X:St::r::nt
G |ckoizr kLinn Gk9.i2.r2
G [Groizr kni2n2 Gk9i2rl
G |Groizr kuinn2 Gk9i2rl
G |Groizr kinn2 Gk9i2rl
G |Groizr kuinn2 Gk9i2rl GK9i2ri i::;z:n‘:znt
G |Gxoizr kinn2 Gk9i2rl
G |Gxoizr kinn2 Gk9i2rl
G |oxizr k.inn Gk9i2rl
G [oxoizr kizn
G |Gxoizr kinn2
G |Gxoizr kinn2 Event ID
G |Gxoizr kinn2
G |oxoizr k.inn
G [oxoizr kizn
G [Gxoizr kinn2
G |Gxoizr kinn2 drug ID
G |Gxoizr kinn2
G |Gxoizr k.inn
G Gk9i2r K.i.n2
G k2,2, 12
H H2
H H2
H H2 21119
H H2 H2 G
H H2
H H2
H H2 21121
H H2
H H2
H H2
H H2

|</methodCode>
<author typeCode="AUT">
assignedEntity classCode="ASSIGNED">
<code>
|<originalTexl>G,k.9,1.2.r. I</original Text>
</code>
/assignedEntity>
|</author>
<s_ubjeml typeCode="SUBI">
<adverseEffectReference classCode="OBS" moodCode="EVN">
|<id root="2baa28d6-c9e8-4e6¢-93e9-5b860b314220"/>
|</adverseEffectReference>
flsubjectb
<s_ubjecLZ typeCode="SUBI">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="68d6f5ce-3b3b-45¢7-92dd-69e06730c329" />
f/produclUseReference>
5/subjec12>

</causalityAssessment>
5/comp0nent>
<component typeCode="COMP">

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

<value xsi:type="ST">G k.9.i.2.r.3</value>
ZmelhodCode>
|<0riginalTexI>GAk,9.1A2.r.2</0riginalTexI>
|</methodCode>
<author typeCode="AUT">
assignedEntity classCode="ASSIGNED">
<code>
|<originalTexl>G,k.9,1.2.r. I</original Text>
</code>
/assignedEntity>
|</author>
<s_ubjeml typeCode="SUBI">
<adverseEffectReference classCode="OBS" moodCode="EVN">
|<id root="2baa28d6-c9e8-4e6¢-93e9-5b860b314220"/>
|</adverseEffectReference>
flsubjectb
<s_ubjecLZ typeCode="SUBI">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="68d6f5ce-3b3b-45¢7-92dd-69e06730c329" />
f/produclUseReference>
5/subjec12>

</causality Assessment>
5/comp0nent>
<component] typeCode="COMP">

<observationEvent classCode="OBS" moodCode="EVN">

<value xsi:type="ED">H.2</value>

author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">

</assignedEntity>
/author>

</observationEvent>

flcomponentb

<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="c:

sality"/>

<code code="10" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="comment"/>

|<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sourceReporter"/>



H H3r R1 H3rl

H H3r R1 H3rl

H H3r R1 H3rl 2.1.1.19
MedDRA Version Sender’s Diagnosis
for Sender’s / Syndrome and /

¢ we o ot wee Do ol toson
Reclassification of Event(MedDRA
Reaction / Event code)

H H3r Rl H3rl

H H3r Rl H3rl

H H3r Rl H3rl 2.1.1.21

H H3r Rl H3rl

H H3r Rl H3rl

H H3r Rl H3rl

H HJ3.x R1 H3rl

H H3r R2 H3rl

H H3r R2 H3rl

H H3r R2 H3rl 2.1.1.19
MedDRA Version Sender’s Diagnosis
for Sender's / Syndrome and /

¢ we o ow ot wocts Sl o ofen zou
Reclassification of Event(MedDRA
Reaction / Event code)

H H3r R2 H3rl

H H3r R2 H3rl

H H3r R2 H3rl 2.1.1.21

H H3r R2 H3rl

H H3r R2 H3rl

H H3r R2 H3rl

H H3.x R2 HJ3rl

H H4

H H4

H H4 2.1.1.19

H Heoome g

H H4

H H4

H H4 2.1.1.21

H H4

H H4

H H4

H H4

H

H

C C.16.1

C C.16.1

C C.16.1 2.1.1.19
Are Additional

C C.16.1 C.16.1 Documents
Available?

C C.1.6.1

C C.1.6.1

C C.1.7

C C.1.7

C C.17 2.1.1.19
Does this Case

: cia e Dl
Expedited Report?

C C.17

C C.1.7

H HSr Rl H5rl

H HSr R1 HSrl

<£omp0nenll typeCode="COMP">
<observationEvent classCode="OBS" moodCode="EVN">
<code code="15" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="diagnosis"/>

<value xsi:type="CE" code="H.3.r.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="H.3.r.1a"/>

author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
|<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sender"/>
</assignedEntity>
/author>
|</observationEvent>
f/componemb
<Eomp0neml typeCode="COMP">
<observationEvent classCode="OBS" moodCode="EVN">
<code code="15" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="diagnosis"/>

<value xsi:type="CE" code="H.3.r.1b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="H.3.r.1a"/>

author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
|<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sender"/>
</assignedEntity>
/author>
|</observationEvent>
flcomponentb
<£omp0nenll typeCode="COMP">
<observationEvent classCode="OBS" moodCode="EVN">
<code code="10" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="comment"/>
<value xsi:type="ED">H.4</value>
author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
|<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="sender"/>
</assignedEntity>
/author>

</observationEvent>

f/componem 1>

</adverseEventAssessment>

/component>

component typeCode="COMP">

<observationEvent classCode="OBS" moodCode="EVN">

<value xsi:type="BL" value="true"/>

</observationEvent>

/component>

component typeCode="COMP">

<observationEvent classCode="OBS" moodCode="EVN">

<value xsi:type="BL" value="true"/>

</observationEvent>

/component>

component typeCode="COMP">

<observationEvent classCode="OBS" moodCode="EVN">

<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="additionalDocumentsAvailable"/>

<code code="23" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="localCriteriaForExpedited"/>



H H5r R1 HS5rl 2.1.1.19
Case Summary and
Case Summary Reporter'
H HA5r R1 H.5rl H5r1a and Reporter's H.5.r.1b eporter s
Comments
Comments Text
Language
H H.S.x R1 H5rl
H H.S.x R1 H5rl
H H.S.x R1 H5rl 2.1.1.21
H H.S.x R1 H5rl
H H.S.x R1 H5rl
H H.S.x R1 H5rl
H HS5.r R1 HS5r.l
H H5r R2 H5rl
H H5r R2 H5rl
H H5r R2 HS5rl 2.1.1.19
Case Summary gase:ummary and
H H.A5r R2 H.5rl H5r1a and Reporter's H.5.r.1b eporter s
Comments
Comments Text
Language
H H.S.x R2 H5rl
H H.S.x R2 H5rl
H H.S.x R2 H5rl 2.1.1.21
H H.S.r R2 H5rl
H H.S.r R2 H5rl
H H.S.r R2 H5rl
H H5.x R2 HS5r.l
C C.1.82
C C.1.82
C C.1.82 2.1.122
C C.1.82
C C.1.82
C C.1.82
C C.1.82
First Sender of
C C.182 C.182 this Case 2113
C C.182
C C.182
C C.182
C C.182
C C.182
C C.1.8.2
C C.L10r Rl C.1.10.r
C C.L10r Rl C.1.10.r
C C.L10r Rl C.1.10.r
C C.L10r Rl C.1.10.r
C C.L10r Rl C.1.10.r
Identification
Number of the
C C.1.10r RI C.1.10.r C.1.10.r  Report Which Is 2132
Linked to this
Report
C C.L10r Rl C.1.10.r
C C.L10r Rl C.1.10.r
C C.L10r Rl C.1.10.r
C C.1.10r Rl C.1.10.r
C C.1.10r R2 C.1.10.x
C C.1.10r R2 C.L.10.x
C C.1.10r  R2 C.L.10.x
C C.1.10r R2 C.1.10.x
C C.1.10r  R2 C.1.10.x
Identification
Number of the
C C.L10r R2 C.1.10.r C.1.10.r  Report Which Is 2132

Linked to this
Report

<code code="36" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="summary AndComment"/>
<value xsi:type="ED" language="H.5.r.1b">H.5.r.]a</value>

author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
|<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="reporter"/>
</assignedEntity>
/author>
</observationEvent>
/component>
component typeCode="COMP">
<observationEvent classCode="OBS" moodCode="EVN">
<code code="36" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1.1" displayName="summary AndComment"/>

<value xsi:type="ED" language="H.5.r.1b">H.5.r.la</value>

author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
|<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.21" codeSystemVersion="1.0" displayName="reporter"/>
</assignedEntity>
/author>
</observationEvent>

/component>

<2utb0undRelalionship typeCode="SPRT">

<relatedInvestigation classCode="INVSTG" moodCode="EVN">
fcode code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.22" codeSystemVersion="1.0" displayName="initialReport"/>
<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT" moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
|<code code="C.1.8.2" codeSystem="2.16.840.1.113883.3.989.2.1.1.3" codeSystemVersion="1.0"/>
</assignedEntity>
</author>
</controlActEvent>
5/subjectof2>
f/relaledlnvesligaliom

|</outboundRelationship>
<outboundRelationship typeCode="SPRT">

<relatedInvestigation classCode="INVSTG" moodCode="EVN">
| <code nullFlavor="NA"/>
<subjectOf2 typeCode="SUBJ">

<controlActEvent classCode="CACT" moodCode="EVN">

<id extension="C.1.10.r" root="2.16.840.1.113883.3.989.2.1.3.2"/>
</controlActEvent>

flsubjec10f2>
5/1‘6] atedInvestigation>

f/oulboundRelauonshiw
<outboundRelationship typeCode="SPRT">

<relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code nullFlavor="NA"/>
<subjectOf2 typeCode="SUBI">
<controlActEvent classCode="CACT" moodCode="EVN">

<id extension="C.1.10.r" root="2.16.840.1.113883.3.989.2.1.3.2"/>




c  cllor R C.L10x

c  Ccllor R2 C.L10x

c  Ccllor R2 C.L10x

C  Cllor R2 C.1.10x

c Car RI
Primary Source for

C C.2.r R1 C.2r5 C.2r5 Regulatory
Purposes

c  car RI

c Cor RI 21122

c  car RI

c  car RI

c  car RI

c car RI

¢ |car RI C2r23,4.5.6

C C.2.r RI1 C2r.2.3,4,5C2r23 Reporter's Street

C C.2.r RI1 C2r.23,4,5C.2r24 Reporter's City

c  |car  wi C2123.4,502r25  Reporters State

c lcar  w C2r23,4,5C2r26  RPrters

c |cor RI C2123,4.5.6

c |cor RI c2r27  C2r27l ?:L‘;ﬁ;:

c Car RI

c  |car RI C2rll,2.3,4

C C.2.r R1 C.2rl1.1,2,2C2r1.1  Reporter's Title

c lczr  m C2rl1,2,302r12  Roporters Given

c  |car  wi C2rl1,2,302r13  foporters Middle

c lcar  w C2511,2,302r14  Reporters Famiy

c |cor RI Corll,2.3.4

c car RI Cord

C C.2r R1 C2r4 C.2r4 Qualification 2.1.1.6

c lcar RI Cord

C C.2.r RI1 C2r3

C C.2.r RI1 C2r3

c |car RI C2r3 c2r3 gzz:frjr'éode ; 0.3166.1.2.

c |car RI C2r3

c Jcar RI C2r3

c  Car RI

c Car RI

c|cor RI C2r22 Carpp Reporters
Department

c car RI C2r2.1

c car RI C2r21

¢ car  mI C2r21  Carai gﬁ;’:::;tfon

c |car RI C2r2.1

c Jcar RI C2r2.1

c  Car RI

c Car RI

c Car RI

c Car RI

c Car RI

c Car RI

c  car RI

c  Car R2

c  car R2

c  Cor R2 21122

c  car R2

c  car R2

/subjectOf2>
|</relatedInvestigation>

deonlrolActEvenb
<

f/oulboundRelauonshiw

<outboundRelationship typeCode="SPRT">
<priorityNumber value="1"/>

<relatedInvestigation classCode="INVSTG" moodCode="EVN">

fcode code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.22" codeSystemVersion="1.0" displayName="sourceReport"/>
<iubjec10f2 typeCode="SUBJ">

<controlActEvent classCode="CACT" moodCode="EVN">

<iuth0r typeCode="AUT">

<issignedEmity classCode="ASSIGNED">

<addr>

<streetAddressLine>C.2.r.2.3</streetAddressLine>

<city>C.2.r.2.4</city>

<state>C.2.r.2.5</state>

<postalCode>C.2.1.2.6</postalCode>
|</addr>
<telecom value="tel:C.2.r.2.7"/>

<£ssignedPerson classCode="PSN" determinerCode="INSTANCE">

<name>
<prefix>C.2.r.1.1</prefix>

<given>C.2.1.1.2</given>
<given>C.2.r.1.3</given>

<family>C.2.r.1.4</family>
|</name>
<asQualifiedEntity classCode="QUAL">
|<code code="C.2.r.4" codeSystem="2.16.840.1.113883.3.989.2.1.1.6" codeSystemVersion="1.0"/>
5/asQualifiedEmity>
<asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY" determinerCode="INSTANCE">
|<code code="C.2.r.3" codeSystem="1.0.3166.1.2.2"/>

</location>

</asLocatedEntity>

</assignedPerson>
representedOrganization classCode="ORG" determinerCode="INSTANCE">
<name>C.2.r.2.2</name>
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG" determinerCode="INSTANCE">
<name>C.2.r.2.1</name>
</representedOrganization>
</assignedEntity>
/representedOrganization>

</assignedEntity>

</author>

</controlActEvent>
</subjectOf2>
</relatedInvestigation>

|</outboundRelationship>

<outboundRelationship typeCode="SPRT">

<relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.22" codeSystemVersion="1.0" displayName="sourceReport"/>
<subjectOf2 typeCode="SUBJ">

<controlActEvent classCode="CACT" moodCode="EVN">




c  car R2

c  car R2

¢ |car R2 C2123,4.5.6

C C.2.r R2 C.2r.2.3,4,5C2r23 Reporter's Street

C C.2.r R2 C2r.23,4,5C.2r24 Reporter's City

c fcar R C2123.4,502r25  Reporters State

c lcar w2 C2r23,4,5C2r26  RPOrters

¢ |cor R2 C2123,4.5.6

c |cor R2 c2r27  C2r2l ?:E;::;:

c Ccar R2

c  |car R2 C2rll,2.3,4

C C.2.r R2 C.2rl1.1,2,2C2r1.1  Reporter's Title

c lcar R C2rl1,2,302r12  Roporters Given

c fcar R C2rl1,2,302r13  foporters Middle

c lcar R C2r11,2,302r14  Reporters Famiy

c |cor R2 Corll,2.3.4

cfcar R2 Cord

C C.2.r R2 C2r4 C.2r4 Qualification 2.1.1.6

c lcar R2 Cord

c |car R2 Carl

c |car R2 Car

c |car R2 C2r3 c2r3 gzz:frjr'éode ; 0.3166.1.2.

c |car R2 C2r3

c Jcar R2 C2r3

c  Car R2

c Car R2

¢ |car R2 C2r22 Carap Reporters
Department

c car R2 C2r2.1

ccar R2 C2r21

c Jcar R C2r21  Carai gﬁ;’:::;tfon

c |car R2 C2r21

c Jcar R2 C2r2.1

c  Car R2

c  Car R2

c Car R2

c Car R2

c Car R2

c Car R2

c  car R2

C

C

C

C

C c.3.1 c.3.1 Sender Type 2.1.1.7

C C.34.1,2,3,4

C C341,2,3, 0341  Senders Street

C C3.4.1,2,3, C342 Sender’s City

c C34.1,2,3, C343 gf:ji’cz State or

C C.34.1,2,3, C344 Sender’s Postcode

c C34.1,2,3,4

C €346 ca4g  Senders
Telephone

C C.34.7 C.34.7 Sender’s Fax

c C348 C348 Sender's E-mail
Address

c C332.3.4.5

<iuth0r typeCode="AUT">

<issignedEmity classCode="ASSIGNED">

<addr>
<streetAddressLine>C.2.r.2.3</streetAddressLine>
<city>C.2.r.2.4</city>

<state>C.2.r.2.5</state>

<postalCode>C.2.1.2.6</postalCode>
|</addr>
<telecom value="tel:C.2.r.2.7"/>
ZassignedPerson classCode="PSN" determinerCode="INSTANCE">
Zname>
<prefix>C.2.r.1.1</prefix>

<given>C.2.1.1.2</given>
<given>C.2.r.1.3</given>

<family>C.2.r.1.4</family>
|</name>
<asQualifiedEntity classCode="QUAL">
|<code code="C.2.r.4" codeSystem="2.16.840.1.113883.3.989.2.1.1.6" codeSystemVersion="1.0"/>
5/asQualifiedEmity>
<asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY" determinerCode="INSTANCE">
|<code code="C.2.r.3" codeSystem="1.0.3166.1.2.2"/>

</location>

</asLocatedEntity>

</assignedPerson>
representedOrganization classCode="ORG" determinerCode="INSTANCE">
<name>C.2.r.2.2</name>
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG" determinerCode="INSTANCE">
<name>C.2.r.2.1</name>
</representedOrganization>
</assignedEntity>
/representedOrganization>

</assignedEntity>

</author>

</controlActEvent>
</subjectOf2>
</relatedInvestigation>

|</outboundRelationship>

<§1bjec10f 1 typeCode="SUBJ">
<controlActEvent classCode="CACT" moodCode="EVN">
<iuth0r typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code code="C.3.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.7" codeSystemVersion="1.0"/>
addr>
<streetAddressLine>C.3.4.1</streetAddressLine>
<city>C.3.4.2</city>
<state>C.3.4.3</state>
<postalCode>C.3.4.4</postalCode>
/addr>
<telecom value="tel:C.3.4.6"/>
<telecom value="fax:C.3.4.7"/>

<telecom value="mailto:C.3.4.8"/>

<assignedPerson classCode="PSN" determinerCode="INSTANCE">




c C332,3,4,5

c (332.3,4,C332  Sender’s Title

c €332.3.4,C333 z:nmd:rs Given

c C332.3.4, C334 z:rnndeer’s Middle

c €332.3.4, C335 z:nmd:rs Family

c C332,3,4,5

c C345

c C345

c €345 C345 gzz:ers Country ;0,3166.1‘2.

c C345

c C345

c C345

C

c c33.1 c33.1 g;g:r:em

c C32

c c32

c Ci2 e e

c €32

c €32

c

c

c

c

C

C  Clolr RI C19.1r1,2

C  Clolr RI C19.1r1,2

c  Cl9lr Rl C19.1r1,2 C1.9.1x1 322?{’53{.’2;“ C.1.9.1.r:2 Case Identifier(s) 2133

C  Cl9lr RI C19.1r1,2

C  Cl9lr RI C.19.1.r.1,2

C  Clolr R2 C19.1r1,2

C  Clolr R2 C19.1r1,2

C  Clolr R2 C.19.1r1,2 C1.9.1x1 322?{’53{.’2;“ C.1.9.1.r.2 Case Identifier(s) 2133

C  Clolr R2 C19.1r1,2

C  Clolr R2 C.19.1.r.1,2

c C13

c C13

c C13 21.1.23

C Cl13 C.13 TypeofReport 2.1.12

c C13

c C13

c C19.1

c C19.1

c C19.1 21.1.23
OtherCaseldentifie

C C.1.9.1 C.1.9.1 rsinPreviousTrans
missions

c C.19.1

c C.19.1

c C.LIL1

c C.LIL1

c C.LIL1 21123

c CLILL  CLIL ss:’“‘;{:ﬁtion/ 2115

o C.11L1

c C.11L1

c C.111.2

c C.111.2

<name>
<prefix>C.3.3.2</prefix>

<given>C.3.3.3</given>
<given>C.3.3.4</given>
<family>C.3.3.5</family>

|</name>
<asLocatedEntity classCode="LOCE">

<location classCode="COUNTRY" determinerCode="INSTANCE">
|<code code="C.3.4.5" codeSystem="1.0.3166.1.2.2"/>

|</location>
</asLocatedEntity>

flassi gnedPerson>
<representedOrganization classCode="ORG" determinerCode="INSTANCE">
<name>C.3.3.1</name>

<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG" determinerCode="INSTANCE">

<name>C.3.2</name>

</representedOrganization>

|</assignedEntity>

</representedOrganization>

flassi gnedEntity>

|</author>
|</controlActEvent>
5/subjec10f 1>

<subjectOf1 typeCode="SUBI">

<controlActEvent classCode="CACT" moodCode="EVN">
|<id assigningAuthorityName="C.1.9.1.r.1" extension="C.1.9.1.r.2" root="2.16.840.1.113883.3.989.2.1.3.3"/>
</controlActEvent>
<Eubjeclof 1>
Zsub jectOf1 typeCode="SUBI">

<controlActEvent classCode="CACT" moodCode="EVN">

|<id assigningAuthorityName="C.1.9.1.r.1" extension="C.1.9.1.r.2" root="2.16.840.1.113883.3.989.2.1.3.3"/>
|</controlActEvent>
5/subjeclof1>
<s_ub jectOf2 typeCode="SUBI">
<investigationCharacteristic classCode="OBS" moodCode="EVN">
<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.23" codeSystemVersion="1.0" displayName="ichReportType"/>
<value xsi:type="CE" code="C.1.3" codeSystem="2.16.840.1.113883.3.989.2.1.1.2" codeSystemVersion="1.0"/>
f/investigationChan’aCtedstio
flsubjectofb
<s_ub jectOf2 typeCode="SUBI">
<investigationCharacteristic classCode="OBS" moodCode="EVN">

<code code="2" codeSystem="2.16.840.1.113883.3.989.2.1.1.23" codeSystemVersion="1.0" displayName="otherCaselds"/>

<value xsi:type="BL" value="true"/>

|</investigationCharacteristic>
flsubjec10f2>
<iubjec10f2 typeCode="SUBJ">
<investigationCharacteristic classCode="OBS" moodCode="EVN">
<code code="3" codeSystem="2.16.840.1.113883.3.989.2.1.1.23" codeSystemVersion="1.0" displayName="nullificationAmendmentCode"/>

<value xsi:type="CE" code="C.1.11.1" codeSystem="2.16.840.1.113883.3.989.2.1.1.5" codeSystemVersion="1.0"/>

f/investi gationCharacteristic>

flsubjeclofb

<subjectOf2 typeCode="SUBI">

<investigationCharacteristic classCode="OBS" moodCode="EVN">




c CL112 21123
C CLI12
Reason for
C CL112  C1112  Nullfication /
Amendment
c C.L112
c C.L112
c C.L112
C
c
c
c
N.1 N.14
N.1 N.14
N.1 N.14 Ni4  Datoh Receiver 213.14
NI N.14
NI N.L4
N1 N.13
NI N.13
NI N.L3 Nig  Datoh Sender 21313
N1 N.13
N1 N.L3

<value xsi:type="CE">
<originalText>C.1.11.2</original Text>

</value>
</investigationCharacteristic>
</subjectOf2>
flinvesti gationEvent>

f/subject>

</controlActProcess>

/PORR_IN049016UV>

<receiver typeCode="RCV">

<device classCode="DEV" determinerCode="INSTANCE">

<id extension="N.1.4" root="2.16.840.1.113883.3.989.2.1.3.14"/>

</device>

</receiver>

sender typeCode="SND">

<device classCode="DEV" determinerCode="INSTANCE">

|<id extension="N.1.3" root="2.16.840.1.113883.3.989.2.1.3.13"/>
</device>

/sender>

</MCCI_IN200100UVO01>

<code code="4" codeSystem="2.16.840.1.113883.3.989.2.1.1.23" codeSystemVersion="1.0" displayName="nullificationAmendmentReason"/>



