AR I 0331 55 4 &
M5 0331 5 9 &
Rk 28 42 3 H 31 H

HMEREAETER (R) & B

JEA T A - ATE TR R A AR R
(& F A B

JEA T A - ARSI R
(& F A B

E2B (R3) AL A FITRfIS L 7o itk BIVEHI S5 s K ONRBREIE ] S i (2D T

MEBIE B 22 S OB HRBITR D R A NIz T (E 2547 A 8
HAT T SRR A T 0708 45 5 5 « SAZAHE 0708 45 1 F IR A G @A B3 5l R R A4 B
R - 2R R @A, LT TE2B(R3) EEEH A R@E] LW\ oH,) IZBWWTREN
72 E2B(R3) LT A NIZES HIRZEIER SWmE (EEML, EEEREOMNE., A
Btk B OVZ2 M DR SR BA 3 2 VA (BRFN 35 1B 145 5 LT ML) v 9 ,)
568 2D 10 9 1 BHUCHET 2RIERHEOMEEZ WS, 722 L, EHEM, ERERS
DEE ., AR LM OfMERE BT 2B TR (BF 36 fFEAE N 1
B LLF THHAD 2 o,) 5522850 20 55 1 HHE 3 S ET A EH A ARH - FEE
ERIEREM®RE ZR<,) KORRAIER SRS (EFE 80 LD 2 6 HICHET S
BRICEAT 2EWERHFEOMRE LV D ,) OERWFIZOWTIL, TE2B(R3) FEdLEAH A R
(Tt U 7o R BIE R s K ONRRENER @& 12OV T, (CFRk 256 29 H 17
HAHT AR AETE 0917 25 1 = « HEZH 0917 56 2 /2 A S @E EIERA N REAEE
PR R - 2R R @A, LT TE2B(R3) “ARER#EE) LW 9H,) 1Tk VRl PRk
28FA4A1HEVEHT LI EELTVDEZATT,

A, IRSEATEOE NSRS R i (LLT TS o) MERL:
E2B(R3) LD 1= D D RKBULT 2 NEAZBEE % | E2B(R3) _FREHA O EZ EIET 5
ZEELFELEOT, HTHO b, HE FREGRES IS LB EEE BB L
E3u

B, WMEOZLr, MEIZY o TOEBEFEEIZONTL, WERBLERED DD
T, PRETHEEEROES, £/, BORBREZFEMm L7EN, 155F 80 50 25 61H
DI EIC IS X7 9 IBBREIEALERE ICHOW T, Bz L 57, Bg@md 571



ETY,

Bo T, REMOBEHIZ VY, THRZEIEHSRE X ORREEHEHREIZ O
T (FRK 18 423 H 31 HAHT R ARE 0331022 5« FRZLHE 0331009 5/FEAE
TG EI R REAE R - ZoxREREm, DUT E2B(R2) —FiE@Em) &
W) IS TEA GG RVEREEREB T A7 AIZBIT 5 EDI Y —LVEDT A
I R N ORI i A VR (Y — L2\ T Gk 16 4R 7 A 25 BAFITE
AT EYE R IR L R R A PR - AR RS . RSB BIVE S
AT AMZET D EDL Y — v DT A MERIZOWT] (PR 15 410 H 6 BAHTE
A 5B R SRR L R R A B - AR S EAE) . TR IS U RS IS
DRSS IC BT 2 ERINEE (Q&A) | (FRK 23 428 A 30 HAFITFIEAF7 44 1=
SRR AR EAS) KO TR ST EHESIZ 23 D W9 12 B3
HERNEE (Q&A) £ 212250\ T (Fik 25 4 11 H 5 BfHTEA S @A =3
B R 2R R SEAS) 1T L £,

AL

1. WEFIECHONT
FRAEE 228 0 20 BB 1 TASE 1 5 KOV 2 BAF ONZH 5 THE 2 5 UL 273 55
51 HIZED DHMEIZOWTIE, ZhERI 2R BUNS O FEBUZ AT 72 8 1 BUN OHEE % [¥]
L7, ATBFRFICBT 2 15 HEE OENOFRIZE T o 1EF Bk 14 4154
%151 &) FICESE, EFIHFROEMEMIC L oMEO=FaHE L TEoZ &
BEAMESZ2E L LT — 2 _X—2{L L TEHT 5 2 L BN HERZ 25 R ICE
THZEENS, FHIE LT (1) ICE2HEICED L ET5, RS aEhRnE
fHIC L0 B IHF QBRI X oSN HEERGAIX, (2) T (3) [Tk 5%
HEATH M TE LN, 5l EFEE EITHEERIC X 2 OHEE T /)
AV AN
(1) BFIERAFERIC L 58S
BITROBIHE 1 L OBIRK 2 12H 1T 2 FHH A E2B (R3) EEET A Rl En e ORBITRD
BIHE 3 Ik L= XML U K v iggk LiRkisE+ 5 2 &,
(2) CD&EHE
BITROBIHE 1 K OBIRK 2 12T 2 FHEH A E2B(R3) EEET A Rl En o ORBITRD
BIAK 3 1Z% s L7z XML 22012 &L 0 524k L 7= CD-R (ROM) (% DVD-R(ROM) (LA FTC
D% Lo ,) KROMEEORKLA, LT, ®EOFEH HZ ORI AT
W L72EE (EA—EHEVRIADREZ fLET HLEITRIA—E) 2HT5
.
(3) M
TEIELFEORIEREFEDOREITONT] KO URSZATBOE NS5 E R
FRIR OIS T DIRBREIE S IC DWW T O—HeEIZ DWW T (FRk 28
3 H 31 BT SEATE 0331 565 4 S 2 A E3E - AT AR R®EE) 12X
HWEHD TEELFEORIEMEFEDOHREIZOWNT) Rk 26 4 10 A 2 AT



JEAHE 1002 26 20 S RAGEE ER AN RE®RS, DT k& REEm &
WD) BIREER ST TIRSZAT BOE N B S S R B A H A L~ 2 TR iR Al
TERMEIZOWT ) (CERK 16 453 H 30 HAFIT A% 0330001 524 55 @A
I AN REEm, T TRBRREE®E] v o,) BRI ED 2 LB H
HAEGRALEHREE (EA—ELOREIARDIKEE HLET D56 1X8IA—E) %
TERR L. BIESORBIRE 1 ORI 2 12881 5 I % E2B(R3) 234 4 4 Ni@ A K Y
BIROBE S IZRS L7 XML BERIC X itk L7-CDEA2HET5 2 &,
2L, RUEELRWEFICL Y CDEORENREERSGE1T, CD%EA
LR THELIZZ VD, ZOEEITmEEL 23 (EA—EH L OEIA—
) T A 2 b,

2. HREREBAONGRD 2 (1) QOMEDEHR

MRZ R EBRAOIRD 2 (1) QOHEICIKSL 77 v 7 AFIZ K D5 —Hl
H (LUF TEIEERE ) L9 ,) 122V T, TOEFITER, 5l FEEHE0NIC
WETBHZ L, T2 L, RERNBENFROBK 1 L OB 2 127 [T 5EE8T 5
HH | 22384, 1 (1) OFECE DV RGEICHRET D22 ENTE L2 b,
B IE RO & D@ OF —RlG 2 ARG & T2 2 M TE DL 2 L,

3. WEHICEATAIEEFEL LT, IRICEET DL Z &,
4 . i R

AREFNL, EEK 284 H 1 HpromEATHZ &, 2720, Wk 3143 H 31 H
F TIEARB E2B(R2) EREBANCIEVIREEZITO ZENTEH T &,



B
AR % R E A

1. &M
FHEDET, UTDLBD LT 5,
AA=[ENRGUEERHRE (hflkiz) (RAISE 228 0> 20 25 1 IH5H 1 5~ O M
%)
AB=[ENEWERERIEHE (i) BHIEE 228 5 20 %5 1 HE 1 51, 1, /|
= KON ONZ RIS 2 51 BA6R)
AC=AMNEEISEER R (Tlktz) (BUHIEE 228 420> 20 55 1 HES 1 75 RAER)
AD=AMEEIWEREG S (i) (BRI 228 40> 20 25 1 T 1 451 LUV
%)
AE=/FGYER e (Milktk) ORAIG 228 40> 20 25 1 HH 2 5 1 BEER)
AF=RI{EpIEEE (M) GHEIZS 228 4000 20 55 1 5 2 5 BfR)
AG=AEIZRBIT 28LEFEO R, B, FEIEFOHRERS (ki) R 228
R0 20 % 1 1 5T BHR)
BC=EHEAM T (Mifletg) (BIAIZE 228 2k 20 55 5 THAS 2 5 11 BFR)
BD={bhtinbisesht (Hiflte) (RAIGE 228 50> 20 25 5 THHS 2 75 1 BELR)
DA=[EPNEIYERERR S (R85 (BUHIEE 273 445 1 S 1 Sl N [RITEES 2 5

JOhe BAfR)

DB=[ENRIERAEGRE (A5 CGRAIZE 273 45585 1 A 1 St N [RITEES 2 51
J OV BER)

DC=4MERGEREF R (A5 CGRAIZE 273 4588 1 TS 1 St N [RITEER 2 51
J OV BER)

DD=4EEIWERERIRE (E5R) A 273 4585 1 A 1 St N [RITEES 2 51
J OV BER)

DE=/@HENTFeet (65 (BLAIEE 273 2855 1 T 2 5 =R46R)

DF=mIWEMmZEmE (%) R 273 264 1 A 2 5 =BfR)

DG=AMEZR T 2REFEOH IR, [, FEFESEFORERS (R (BAIES 273 2%
55 1IHER 2 5 \BEER)

R =8#M&I2010 2 THRITHE )

2. MEEDER
(1) FiHRIREER S

HEMAA, AB, AC. AD, AE, AF, AG, BC %U'BD D#FTh 2,
(2) IRBREIVEM S

W5 DA, DB, DC, DD, DE, DF KU'DG O#FrCh 5,
(3) JIHEH

WEICEENLSHEEDO S B, H4 BT 5HEZ WS,



(4) E2BIEH
WEICEENDGHED S 6, E2BR3)FEAT A REMOBI 1 ERBIEGZE M)
4 (ICSR) OB AWUCSEIIRDFEES A K] O 34 FHITHEITHHEEEZ VD,
(5) HMERINEA vE—VIHA
MERRINE A v — &id, BN REL 2%, EEFICH L UNET LA v E
— T, B 6 KON E2BR3)FEEEN A4 Fidmoplas 1 MEBER 2 2rEfs
(ICSR) DFEAWHREIFRDEIET A K| O 4.2 FIZHITHHEEZW D,
(6) #kRlI&EH
TR RIVE A X OVESREIE R S5 |2k U CHEMS 59 2 [EA OF 520
W, TERISEA v —VEA TACK B.r.2 HillisR5) PIlitd s s,
(7) BUR s
[C1.1 EEEZLICHEAD (ER]) etk F42i8-> TRE L72ED
Branlz [ J2.1b FIEE 5 G 5) NS E O RS 5 it 5 & & biz IC.1.11.1
WENEE MEIE ), [C.1.11.2 e MEIEER | 22 ENERTEE Z25# L Cis %
B Tz 5209,
(8) #WEH
F—WIEREZ VD, B -RIERRE L, BWERSEEREZRE L Thy | &
REMRE . SUIROFE ., HHE. MELENZYT 5, BROBERRNSFET D56
1%, TOFRFEEBRINYLFEHEEH TS L AZE THEI B oS —kIFHF &
T 5, F-RERFIIEGEE LIRS A & TH D,
(9) *=EH
RIVERSEN A, BRSO AT LME GRS RO Z W\ 9, SR FEES
SMERHOIRGE AT . TRBRIEE ED54 2T 5,

3. JHHEKWOWE2BHH
WS OB 2 AR, FFAE, Fodd 5 J HE KOV E2B IHESEIZ OV T,
WD (1) b (5) FTESHO L, BIfK1 XURIK 212852 &,
(1) XF=z— FEROAJFER] - 728
T %372 — Nk, UTF-8 £ 9%,
ADFERNE, AFo INUMYJ, ITXT), TAfF GRS ), TV AR, Ta—RU R
K. Boolean] Xi% UUID] OWIFNNTHY . ATFRNZ K- T, FFRMED 72
%o BIEH OFLEUT WD AR R OFFAEIL, BT 1 R OBIRK 2 O AT THER - 7%
o~ d LB &35,
e, 1<), 1>, [&) 2T 585413 XML Tldznthnl&lt] . (&gt . [&amp;]
ICEXHZ D2 LICEVETZENTED,
7. NUM
T Ty NS GO N 5, 10~9, . ,E,+,- | OFLTFORMEHTE 5,
B 1 S OWBIRE 2 OFFREMOFEEIX, XML (2B 57— %A X TidZel, A
JIFTRETR ST & 72 D,



A . TXT

B OB, BETF, FHT, XV v LT FRe s M OASR— A 2T
%o Tel2 L, BUEER S TUVRWET T, FHEFISH LOWFERH L SO, Hr
LUWVERICER U CRifi 2 2 &,

BIAK 1 K OWBIRK 2 OFFREROFEEIL, XML 1281757 —# A ATl A
FIRIRERCFH L 72 D,

. B (ARAEED)

H £t/ B (CCYYMMDDhhmmss.UUUU+ | -ZZzz]) O T 5, CCYY
LV, MM (A, DD (£H., hh [3FHE, mm 1355, ss (3, UUUU £ VR EZR
U, [+ -ZZzz I E RN O O EA R U, BE TR L 0 BOREZNT A+ BUOEE
AL — DBIRFA & Fed T 5,

AIHE 1 S OBIRE 2 OF PR OFCHEN L, HRARRECL L 72 < TI R B0 BT o fdk
FREE L 72D,

= JUX}h

FrE DD BB AL 5,

BIE 1 K ORI 2 OFFRMEAR T X L7 L— 38— (null flavor) OFC#7NEIRATRE
IEE 7%,

F. a—FKJA K
IR HRASHRD 7o 6O DIFYERIE 2 ERk T~ D EBRHIA CTH H~ LA - LyL - 2T
(Health Level Seven, LAF THL7| &W9,) ICL W EFRINT-a2— RE2HT 5,
JIEHE THAT % 32— RizonTid, B 5 IR T,

7. Boolean

A LD fEIAEHT 5, XML 25t 7 5B81%, A =true, f=false &9 5,

AL 1 R OWIRK 2 OFFREM ORI L, ERICHIATE EE b, 72ZL, T—
ZIEBEIZE > TIL, true XL false OWTHNLOFIHATE RN ONRH 5,

%. UUID

UUID B ID 2 AJ13 5,

BIE 1 L OBIHE 2 OFFAREM OFeHENE, XML IZBIT 57 —# A XT3, AT
AIREZR LT L T2 D,

7. X)L 7 L—3— (null flavor)

v (null) I EDOEREFF-E5Z D TE S HLT ICK Y EFEINT-a— R
Thbd, JHEAIERTHAR RS IRT X /L7 L—s3— (null flavor) 75
BRI %, X7 L—3— (null flavor) (ZZEMOBRZ R L, JFAIE LT
EDFLA ST L ITAR 7200, b6 82 DT, FERIITNIME 1 L OVIHE 2 25/
T5HI L,

(2) A7 =7 FN#sl+ (Object Identifier : OID)

JE BTN 4 127”3 XPath FiR S5 OID ZfEH3 %,

(3) MZEEHE., oOEEICHEE) U CREisVERHE |, BEHEEH M OSRE A FIEA

FHEBL, BT KOBIK 2 OmESFMIOR LI B0, U7, bz, &
TOWTINNTEEYET 5,



7. IR AHE (WEHEE (©))

W4y AA, AB, AC, AD, DA, DB, DC },U'DD 28\ T, D.1#4& &
A IEA =% V) | IZOWTIE, WHEE Th S, BEEZFET 57-00HEE (E2B
HEH D1 B GEUIA =T %/v) ], D111 7~6 D.1.14 B OGS
FROZFOFERIR . D21 AFEH B, 1D.2.2 BWER, A EFHLREIFOER]
[D.2.2.1a ¥ D.2.2.1b B CORWER/A FHHGRBRFOMTIREIR]) | 1D.2.3 & D
N (REEORBUCL D)) KO DS MR 09 b7 &b —HEIZANT
HZE, THHOEEHDANTOWTIL, B2 2B A28,

A . MOEE OFLHANRIC L > TANDBREIZ /2 AHTHE (oOHEE I2#EE) L CRedE %
gEE (O))

MOHE DA, FLd S TWAIESUIREERESEDO SR L - T, AT RE
LR DHHEHETH D,

U. FREZRFRV FLHETHHE GESFEHE (A))

BESFHE L, SRS TORWESTYH, fEZ2ZITHT 5 2 81T TE 503, Fifk
MIPWGEII R TH D & AT DT, AIREZR IR IERINEZITORET 5 X 9 5%
HT L,

IBMOFRICESE I T WEEZTT O 5alh > Td, B5FHAIL, (M2 TH DM
FL SN TV TH =T —IZRbRWEE (72720, 72N E L RWGEIE= 7
—&T5)] LFAEZD,

T, FEE L TUIWTRWER GREARRIEE (X))

WERAHEISGGEER SN TWD &, EEZITMITL 2 ENRTE RN, £2, b
7 L—_— (null flavor) BTSN TWAEE LT —ZBAESNTZbD L LTH
W, AT R0,

(4) XPath

R HRLPARRRC L oG O%E . JHEBITL4 1273 XPath (29€-> T XML
Zitakd 5, E2B HE L E2BR3)FEE N A NEBEOBIIR 1T [ERPEG|Z22rEHE
(ICSR) DEFHHEEIAR D ELET A R Of5ET (G) 12573 XPath 129> T XML
ZR T 5,

4 . ERFERZ SR FOTCENA ., e h s
JYLEIERIRE (&S8O AA, AC, DA XU'DCUWFNC ZAUHDRT) K OEIE
HIEFRS G5O AB. AD, DB XO'DD WNZ ZIUHOHUT) 217 9 Feid, B
A1 LOBRE 2 ICEDHIHE 25T 5 2 &, HEORHEHICHTZ>TiE, JHEHBEIZHIRE
4, E2BH BT E2BR3)FHEA A Ri@Ma2M L7129 2T, FTreOsIlEETDH I &,
(1) WEMROHKE
WEHIROREIZHT->TE, HFHRAFHZOHE L THEMIER Z5%E L, Wi
HARR H 2R S0 IS 7= D A3 T OB EZER 2SR 35 2 & 7B,
HENZBT HIEMOEGETE. B RIGEEOE i) CToBiME FEHAR) Tk
72 ENICBWTHEZERE AT LI HZERATH & L THEHREZRTETH 2
E,



(2) BYYERERIHRE & BWERIEGIRE Z — > OREFNZ L 0 G 556
ERNDIEFNZOWTIE, [J2.1a @IS G2 ) 1L TAA] U3 TDA) %,
F7o. AEOFEFNZOWTIE, [J2.1a @RS GRESED | 1. TAC) X% DCJ
R U7z BT, BYYE & RWER O T ONKFZ LT 5 Z &,

(3) 7GR HLARIZAMEREREE R SRS OB g HRE2 @S T 255

MMilkREERE®RES Gi—H) | ELTHET2Z 8,

(4) *EH
EEEDEANOYEE, TORFEEORLE TR EEOLHT (C.8.3.3) ] KON [4F
FoWE (C.3.3.5) | IZFL#iT 5 & & biT, TDOE L O EMZ [MEH OERT
(C.3.41 715 C.3.45 £T) \[Zit#T D2 &,
(5) Tkt
7. AFEGNTYFLE OB AW E OREIER -2 (C.1.7)
15 B NIy 2 30 BfEIL vz Z5ddid 5 2 &,
WAL, HRATRERIZBWTHWT 5720, IBIHEIZBWT 15 HifliED
530 HHREIIED>THZE LKA,
A. RWEH, AEFEL (EHRE)
(7) MEFICL > THEEL SNREWEH AEFFSL (Bi31) KOAEEFLITLOH
DR (Ei.3.2)
WEE S ORWERSRSEEICGGIH SN (FgRft s EEMEOFENEIC
HEOE, EEFEOBEMZBWTHET %, 2k, EEVPEER LM LI bOIET
AT TEHE IS T 08, MEEDEE TRV E AW L725E THOHEE D EE
Y L7 Sall TEE) L LCRtdL, ®ETH2 L,
v. EEMLER (GHEE)

HFAEEE, ZOMOPEEE, ZOMOEERLOIRICFHT 5 2 &, 7ok, EHE
DD D8 E0E, RIS UTERGBG A RN S O GIHICEHEHT 5 Z &,
(7) B—WIFHRIIC LV e SN ERELS (Gk2.2) KO FrEM T4

(Gk.2.3r1)

PR FEIRLOEA I, [ERAERL T —2 7 7 AL (2—FR) | (CLT [H#
TH=— R Lvo,) AR L O EEEEIELOSA T, [—AEERL =
— R#£| ZHNWT, %47 5a— R PATridid 62 &,

1) EHELAE (BhiEHE) (Gk4.r9.1)

BIRR 7 TREGHE—) ([2hE-> T, PARTCTRRETDHZ &,

(7) 5O ID (Gk4.r10.2b) /Bl~DOFE#EOID (G.k.4.r.11.2b)

E2BR3)FE A1 Ri@mops 1 HEBPEFIZ &S ICSR) OE AL
RDFETA K OFERT (F) 116> T, AT CTRidd 52 &,

() EHEMCET 2 Z2omoE#R (Gk.11)

SMEEGYESER R K OYMERIWEREG RS 23 B8, BECAHIZ IR
TEIRTE DAGRE T T D Y EEIR O YL « AESUINE - 21 RoBhn, ¥ X
IXHIBRICAR B ARGE IR A8 2 A &3 AIR8 % 5240 L TV A 5A128V T,
¢ [TIKEN] E5t#id 52 &,

5



(6) TR%R
7. ASEGNTYFLE OB AW E OREIER -2 (C.1.7)
7 BRI NI 2 15 B vz ZEtsd 22 &,
A1. BWER AHEH% (EXHEHA)
(7) MEFICL > THEEL SNEWEH AEFFSL (Bi31) KOAEEFLITLOH

DR (Ei.3.2)

WEE S ORWERSRSEEICGGIH SN (FRRtt S EEMEOFENEIC
HEOE, EEFEOBEMZBWTHET %, 2k, WEEVPEE LM LI bOIET
AT TEHE] IS T8, MEEDEE TRV LW L7256 THOHMEE D EE
MW LA X TEE) ELCRtEiL, ST H L,

v. EEMFER (GHEE)

FHYEAEDHESE L GRO T IR OSBRI, Wi 5 23, ) W ONTHSE
SO A I SN ESRINCOWCREHETT 2 2 &, SR OB D 510
IRIBEBRER & [ — oy D b O & ERR GG RO —F FICFEHT 5 2 &, 1B, Fofho
PEESE, ZOMOEIRGONAIZFEERT 5 Z &, ERLPEED 25613, JFRIE LT
BGBMEA DRV ONGIEICREE T2 Z &, AEBIZIE, BWERZOIREICHER L
ToEIEEIFLHE L2 &

(7) BB L0 Shc B3NS (Gk2.2)
O ZHEHEMRICLD2BROOWED 5B ERRRGICHERIE TH D Z L VHI LT

BAITBIEE 2170 SR TH 5 2 L VHIBA L2 BTl R sE 2175 2 &,
@ TR W TENAAGEIZ IR, O3 L L THW LG, TRBRRE s

Ra— REORNEAT IM_ %, 7RO EOR AL T_RIKRIED—

x4 ZFCE L TS5 2 &,

B) 1RBRAKIFE S ABC ISk L, F7RGERIIREE X (i A) LOSHKREGROFSE Y

(—fitts B) ZHAWTWOIGEAAEGERIREE X (2o TofwEd IM_ABC A,

RAAGROEAIRY (oW ToWisE. TM_ABC_B) & LT 25,

(1) EESAE (BdHiiE) (Gk4.r9.1)

BIRR 7 TREGHIE ) I2hE-> T, PARTCTRRET D &,

(7) BEH5REEDID (Gk.4r10.2b) /B~OFLH#EHKDO ID (G.k.4.r.11.2b)

E2BR3)FE A1 Ri@mops 1 HEBPEFIZ &S ICSR) OE AL
oD FHETA K OFERT (F) 106> T, PAET TR b 2 &,

5. ISO/HL7 Hit&ofEH

E2BR3)SEIET A RBEHOBMRITRT B0 B HERUEBERRIC L o HEICBIT 5
E2B HH KA v —IRkIT, EERERECERE (International Organization for
Standardization: ISO) &' HL7 23RE L7-Biks TH 5 ISOHL7T 27953-2: 2011
Health informatics -- Individual case safety reports ICSRs) in pharmacovigilance --
Part 2: Human pharmaceutical reporting requirements for ICSR (UL TTSO/HL7
279532 itk L\ 9,) ZZMML THEDIERDED LTV D, RIS, AR E2S
LT JTHRBIZOWT S, FTHEOFFA 245 T L T2, 72346, ISO/HL7 27953-2

6



B OZFEEHEL, ISO & HL7 A EFEITHT 2O THY . ZOMWrEE. « 5L - i5d;
AT 5TV A,

6. MedDRA Offi i
MedDRA DO QUG AREOHERFEREIZ DWW TIE, ICH O/ EICE X, —fi%
WHEE N ESR LR L 2T b U —H o = Y IMO 35239200 L T 5,
F72. MedDRA HGE®EIUIHUT-->TiE, ICH {FEIO—EBR TV EEHLNTWD
"'MedDRA TERM SELECTION: POINTS TO CONSIDER| (PTC) #&&\1C+5 2
Eo
(1) MedDRA HEEZ T 25 H LW B E
MedDRA HEE %18 /04218 B & O MedDRA FEEEIR 01T, E2BR3)F4E 4 A
NEHZZRT 52 &,
(2) MedDRA HEEDER
MedDRA HEEIL, EAAGHIET D D e bl e FHFE 2RI 5 2 &,
7. EBWER4
(7) EWNEEH]
BEER L oo —T7 T 7NY OFHFEAEIR T 5 2 L,
(1) SMEES]

HMED DARIE SHVTAERIC, TRHERE CRid Sz, Sk ESIRIC L v #iE Sh
EWER,  AEES (Billa) ) SRS TOWAEATE, ridliS-NEEik L
TEFRETHZETELLZR,

BEERR A L Y —T T T NY OFGEREIRT 5 Z &

7. WS K OVMERE B AR ORLENA, Fod A
et HRiED¥ED AE, AF, BC, BD, DE X O'DF SN Z U HDHF) LY
SMEFEE SRS RSO AG KONDG N 2B 0ET) 2175 BiE, Bt 1 LY
B2 ICED DA 2R T 5 2 &, FHEBAOHEFEL, JHEBIK4, E2BIEA
X E2BR3)FELEEN A i@ ESH L7125 2T, FrlDmAIEETDHZ &,
(1) HWEHIRORE
WEHIROREICHTZ>TE, HFRATFHZOH & LTHEMIRE Z250E L, 5
HARR B 2R SN B IS 7= DA T OB EZER 2 IR E L5 2 & 72k,
SMENZBIT DIEMOGEIL, B RIFHRFROE (Bi) CoOBHFR (FHH) TiX
72, ERNIZBWTOYIERE AT LA ZIEHRATH & L CTREHREZRET S 2
Eo
(2) *=EH
EEEDENDOEES, TOREFEEORAL % [HEHEOL4RT (C.3.3.3) 1 KO [4(F
FowE (C.3.3.5) ) ITR#T D L L blc, TOE Dk OFEMEZ [EEFH O
(C.3.41 715 C.3.45 £T) |[Zit#T D2 &,
(3) ikt



7. EBIE MRS O (C.1HA)
(7)) WEOHSH (C.1.3)
WFFERE IC RN T, ERNE PO 2 RS T 256, RO ORE ] LatHcd
LT L, Filo, AR CHELEWME T oA, [2oft) LT 28,
A . SIHISCHER (C.4HERA)
(7) sIHCEK (C4.r1)
[SIHSCHR (C.4.x.1) J1E, FZEEE UIMENC IS T HHEE O AFRKI (C.4.r.1) ]
PR DT &,
1) Wtk

SIS Z L8 T 25613, EFMEEmES EEREZ A< (International
Committee of Medical Journal Editors) (Z& > TIREI LIz 7 — R —H#K

(IR == & LTHIBILTWD,) (o TRl 5 2 &, 7eds, gk
1556 b @ ORI AR ORI RSN TWDL DTS 5 2 &,
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.

THHRS BRI EAR SN TWRWESIE, 20F (ERAK] %) ZidfiL, £
A, EEF ., EF OPTBEE IS, EEEATET 52 &,

E RN T = 7Y A MIHRT H5EIE. 20 URL 2 A+56Z &, 1K
WIRE OIS 25513, £ OmkE BRI T 5 2 &,

2) SHEHERE

BEE OB R L > TRI—OH@EN 2 SN, —D20mEE LTHE L
TELZAR, EOBRIIMERECB T AT E —F B ICFid L, Bkl
ZANH LT F A URRIZE DO ARENZB T 2 AR A TH#H T 2 2 &, 72 d,
%A, [F—OHEIMIE TR INHEITE, YRAREIZRT 2AFRBUZ O
TEIMREG 52 &, TOBRTIE, BlE#E ORICHHT TEiBBERE ORFEIC
BT DHARIRIAFTLH T D2 &, UBNHE OAKENEH 2561, 0K
LAZFIH L TEDOMDARE DRI 2T T D Z &,

IRz Red T 25 a0E, Bitl) 22452 L,

v, EEGEHR (GER)

WERG L R DRI EICOWTELET D 2 &, BEOBMARRG L Ro T 5E
T _NCGREET 52 &,
(7) &R/ HaEE s (Gk.3.1)

R REIL L ORRE S ZFLa T D2 &,

{EFESFFER S 2V Tld, BEERERTROFRMERN R = — N JIS Kk & Mk
FrinihE (WA) RSmE X MebiiihE @A) ot mE (BLT TG4
JEE] Ev9,) R LA ZRET 5 2 &, AKRRE TR QWO SATR, KGR
SNT-HEREHT A Z &,

. JEFIRE N N oofF#Roitit (HHE)
(7) BEERRGE, 1RENVE, finlm M OV OMBSEE 2 ST e i f Otk iEd (H.1)
[EERE, JRIRILE, 5T & OV OMBREE WA S TER OFLibE# (H.1)

8



(% IR SUIAMNEIC BT DREEOME (H.1)) iz 2 &,
1) Wtk
R BTIERGE S OB, EH O RMREZ TR E L O TRiT 5 2 &, A
MOFERIBET DI, BEBE MR L TWD IR, o7k, s OMRSE
RO L,
2) SHEHERE
BIZHEEONE, Bl /o RREZERICE L O TREsd 5 2 &,
(1) HEHFOER (H.4)
EEHEOBERAZFTHT L L,
(4) VB8R
7. EBE MRS O (C.1HAE)
(7)) WEOHSH (C.1.3)
WFEEREIZRBW T, FEAPEFORELWET 256, [ O O] &t
LTk, Flo, JCHGHAGRCELAWME T 050, [2oft) LRHET 228,
A . SIHISCER (C.4HERA)
(7) BIHGER (C4.x1)
(SIS (C.4x.1) J1E, FZERE UIMENC IS T HHEE DA FRKN (C.4.r.1) ]
PR DT &,
1) W7
SIMXER A FEH T 25613, EFHaEmES ERZ B4 (International
Committee of Medical Journal Editors) (Z& > TIREI LIz 7 — " —H#K
(IR ==y & LTHIBILTWD,) (o TRl 5 2 &, 7eds, gk
1556 b @ ORI ORI RSN TV LD TSI 5 2 &,
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.
THW HAEREAR SN TORWERIL, £0F (ERAKR] %) 2L, £
A, WEEF ., EF OB IS, EEEATET 5 &,
E RN T = 7Y A MIHRT H5EIE. 20 URL 2 A+56Z &, 1K
WIREOMUZHRT 2551%, £ OmkE BRI T 5 2 &,
2) SHEFE®RE
PEIE OBIHY I L o CTRI—OREN R SNmE, — o0& s LTHREL
TELIZ2, ZORRIFEREICKIT 5 AFRKNEZ —FBICFEE L, oL
ZAH LT F A URRIZE OO ARENZB T 2 AR A TLH#HT 2 2 &, 72 d,
%A, [F—OHEPMUE TR ENHAITE YRAREIZBIT 2 ARRIUZ D0
TEMHRET 52 &, ZOBRTIE, RiERE ORZIHNT TH LB E OREEIC
BT DHARIRIAFTLH T D2 &, UBINHE OAKE N D 2561, 0K
L &R L TEDIMODREE DRI AL T D 2 &,
SIRSCERZFLET 2556813, Bt l) 23352 &,
v, EELEHR (GER)
HEXTR & R DRI OV TRIHT 5 2 &

9



(7) F—EWFIZ L s ShcERE Y (Gk2.2)
4. (6) v. #H¥EMHTLHZ L,
(1) #BES (Gk3.1)
ENICTERRE T2 AT DB HOWTORLH T D 2 &,
. SEBFME K OV oftiF ROz (HHEH)
(7) BEPRRRE, TRIRALE, Hnlm Mk O Ot BEREE R 2 & Ef OFabiEH (H.1)
[RERRE, JRPRALE, 5T & OV OMBREE WA S TER OFLibE# (H.1)
i, rﬁ%?&%ﬂ PHENCBT HREEOME H.1) | EHmxb &,
1) WFFEHE
RS OBEE, EFE O RMEZRRICE L O TREHT 2 2 &, A
M OFEZN BT DS, BB ABIR LTV DI BT OR) | /ot 715, Bl
RO EZFLRT 2 2 &
2) SMERE SRS
UIHEEOWNE, Bl RO RRELERICE L O TResd 5 2 &,
(1) EEEOER (H4)
KEEOERZFHTLZ L,

8. ZTOMOIGERENWERSHREIZER L COEESFH
TRBRBIER SRS 21T 5 AT, TORICHLEET D2 L,

(1) FHWEDwT e

IRBRRIEHSE RS IV TR, LRICESE PHIMEA T 5 2 &

. IR E RO S TV DR EER ) DRI 5,
4’. [FHICE 5] LT HReaE, IRBREMEEEOER A UISGTR &35 2 &,

712 L, SRR ~EIE SR 2l A SUE 2 TR EE ORI & LT
BT 2 2 ENERIKIEE O FIEETHE SN TV DEAICH > T, YikhdmnseE
DVERL H A TR R DOSGETH L Ao T 2 N TEH T L,

7B, TRBRIEE X, RBIVERSIERIORALL, FAEME, BAESRMFEDORAMEN %
FTHYRE L, EOFAEMEMARBREMEEE ) O FHITE 528 9 2220\ T, §RY
TR D U2 Z &

U, RS R STV T h, B, RASE, BAESMEORAMER
HARLE —H L0 TFHITE RN boET 5,

. AGEHFETOLME T, BliE, EEBNEORGRFEO A TERFED =D DIRER
MERE S TORWGEICH > TE, REEEMEEISGGIH SN TV O R EHRERNL T
BIMEZ K2,

F. AGRHFEF D5 H & Rl OIRERD N STV A5 ORI L, HEE
EORHIEEL K ORI D © | JREREMEEE I CRiH STV D A EFHSR ) B
T %,

71, AGRHEER %mf%ﬁ%&ﬁﬁ%“%%ﬁbf%@ UL R G AR B D AR
ANCHE T L2 A THIMEO IR T R 5B Olpiis TR 24 L7 %
%of\@@1&%%b%$;§ﬂw£_@@%zéo

10



(2) KFBHR

TEBREIER S I BN T REBERRICOWTUTO LBV BV S b0 L1 5,

7. IBBRETERE L ONEROKEZ LB OmE BERREREGET 5 HOLSMNL,
WERG L 72D,

A . SEIEFITH - T, BEIBE DFIREDEFIEFE LA L DIFRICES< b
DIZOWTIL, TEROEKIEE L7e B DRRBEIR A SE TE 2 & L7z b O3t
Gl L7y,

(3) ZOfIRBRAINER SIS T 55 H

7. BECERNTEREEN TWAERLTH - T, I KRB HEEO AT LD HED -
D DOIRER % Fhte ST Y5 AR DIER A TR T L, KGRSO A %
HEEHE A L IXHEEFOSEEICHN T, IRBUIFFEONFIEEL KT T L%
2 BN D HEEENENTHIR SN TV DRI DEZERICK L TR SNEE, |
Bz, SMERERE 2 REHRNICERET 5 2 &,

A . FFERTR RS OB
(7) AGIRBOEAEDLE OB
O  BSCHIULE O] 5 D FEHE 7ol 2 A 2 EOFHMFEEE & 3~ 218812\ T,

HELRAEFRD O D, MGRBOE(CE & O EFRNCINE A HFERICO
WTCIE, T F=2 Y VI RESDHE SN TOAGAICIRY | EEICEET 5
FHLE L THROED, BFEOBEWMEOHR LT LN ERE LT, BaWss
g5, 2L, FOL D REERIRIFICES Y A7 PR E D 5 ATREMED
bHbHET—HE=L) T REESVWER SN T — XIS X W L5512,
HRNIHRET D L,

@ (RBGEHEE N EA R T DRI TONF 2L CEL RN T2 2 L, 0B, Z
S OFHIZOW TR S EHE E R SN CW D AT, Brizic s cE 2 E
AT DB,

1) YFERBEROME (T SN DHRIRE IR, 1EFMY. ERNLOYMNEZET
% BHFE IR E)

2) ¥R LI HIREEHEOME (EINCTEMT 2185805413, JaHiEEk, JaHH
XiFEH T ER bRt T 5,)

3) FIBICEHET 2 F5 & L CTHY i 5 FEOHIPH K UG E #iH DOFRAL

4) SNEOHHIE R & R Bk %2 LT DAL, ZORE

5) F—HE=H Y LI EEEDHREL

(1) ERREMLSN T SRR X 2 RITER OBk

O FWELAZEOER B LI CREEEEDMER SUVREL LIZEWERIC WL, 8%
DBLEMEDOM R T LN HSR L LTH LN UDIBROETEE L= LR
VARV AL MRASERR S O TR O DIZIRY  BEd g &35,
72712 L. ENFAGER ORI T E WS AE LTS E13R <,

@ BUAOIZBET2IEERELE U CTRRONKEZRiE LI SCEZ R L, HiEEE~
VA NERRAAERROEE TS Z L,

1) YRR OME (FE SN DR TR, (EFMY. EWNLOSMEZRT

11



% BRFSIR L)

2) XRL e HIREEHEOME (BN CTHEMT 2188 0%A1E, JaHiEEk, e
XiFEH T ER bRt T 5,)

3) FEWELAZEOERE B BLSNCHEH ST 2RI OBIER OFBURI 2B
TGk
4) BEHEOXGINE LTI #) 5 FR O & O EHiFH OFR#L
5) AEORHIY R & R Bk D% LT DA, TONE

v. WEFRESHIR OB

(7) I

O (EBEHEEEOYEREH A0S, AGBE RS 25 F CUIBFRF IHE 2T 5
FTOHMET 5,

@ (RBGEHEEEORI A LRWGAIE, TERIEMEHEE 5O L T D S hE ]
OBIEA NS, ARBERHTFT 5 £ TUIRE T IET 2 BEEEE~ 1 A b
HEAAERRCEmIC I VR LES BEUTXER) FTolEET 5,

(1) B EREHRTWT 2555

O BAREEMETWT 5 Z ENTRINDIGE, JUIHFFETICRW T, HMH#E
DOIBEHIHOBIZENERIC RIS 5 Z LN TRENDEEIL. T 05 2 HEEE
VR A Y MR ASERICEmDIC L Y B LT, BIRAER SIS ETIRS
FHHDBEPEZ RN T 5 E TOMITHELERT 22 LN TE D, ok, I6BREHEH
s (WS R OSMERE RS 2R <) 28R L WO HIRFIZH > THLE
PEIGHRODINEEIZES D BAFEFFBARFZ Y 3% w2 1RSSBS ONRER FEHE
IHFEEEM A S5, £2, BROFBICHEVEIERZOHRSE 2 HT 25
Ui B A B R ~ 2 U A v MR AR IE T D 2 Ly

© HRHRHER

LU T OWNE Zmisl L7eSCEZER L, A~ R A & b A P2

T5HZ L,

1) HEEEIT NEBREERER - BYYEEFRERERPHE &35,

2) 1RBRA RS A RidE L, AR b fENEE T 5,

3) 1RERETH RO R HEEO ONREREHEIEE A B 250875,

4) FESNDIEN TR AT D,

5) e HIREROBRATMEZ T 5,

6) AT 2 2 BARMICEEET 5,

7) 15% & bEWERSITRDERIEIZSS D 5 ), B A BT 256121, Biss
Z T U QU2 RN IR L 72 BWERSRC W T35 ) &KUY [BRFS & B9
DA LRI SRER A~ 1 2 A > MSEEAEGROEE T 5 ) BEZ LT 5.

8) HMEL N OSEAE e 2 irH T 5,

9) ZESElE MNATBOE NEIE RS AR R 35,

(7) BAZEOFBHRFEHELA
B E BT A5G2I, BREMR L, BIERSRE2BAT 2L, TORRIC

ZEA T ONEZ T LT SCEAERR L, R A~ 2 A M E BRI IR T

12



HT &,

O T NABSRRIER - BOUEEGRE MR R & L, Bk LB,
FALRHATE] B OV IR A R A BRI A Ll 5 Z &,

@  HEREETRAUEO 52 S ET 58 5O TICET 2 FEFHEIZOWT) (F
% 24 4512 H 28 HAHTERARE R 1228 4 11 S48 E A R A e i
RSB ORIME 1, B 2 R OVRBR e ety (DSUR) A4&H9
5Tk,

@ BRI HICIGE L1 _J@z/ju\ﬂfﬁﬁjzéﬂfdﬁﬁiﬁ%wgéﬂ IRBRSEHE R
N O HFEE MR DO SR Ty It 4y

T, IR RS T ST Tk, F RO R 258 Th o T
ENENDEEEE DX, T OWRIEORy T L CUTRBR LS 2 L) 12179
ZE,

Z. BECENTHAGR I N T D EHRIIC OV T, Yk OAGREUSE LIS OF MR
BRIEINAFBE & 72 0 Zh6E « DR OVHYE - FEO—H B -0 OIER % Ehti§
LA TH - T, MEOM CHEYNIIERE AT 2 & &3, ARBEE D MEREIER

Nﬂi&i%@ THBZETELEZRNWI &, L. HOUiEkhiEE L&

TREASE ORI T, SMERIVERSIEFR S OHE L ONFHIAA 2B 2 FIEIC OV CHL

DIRDICEEER L, HEFEE~ YA v MIEEECEFLSEHT D 2 &,
:(Di}%/a\ ‘7“%{&%@% KIRBREHE R, RGBT, TR R R ONRERKE T s

DIF BN LRI OAGRE T A5l 25 2 &, AU LS E IO T

ﬁﬁﬁ?&%ﬂﬁéﬂﬂ FEHE T OBRIC TGk11 EIEMICEET 5 Z DD O -5

FC ITIKEN] EANTHZ L,

71, [EN T YRR DU TR DIRBRIKEEE T H GIRBRE FhE 92812 L 0 8K
DIEFRMBFEM STV DIHAITIE, & DIRBRICER 5 [E PN RIVEF ST GRS 2 8 2
)%«)E THDZ ETELIZ RN L, L, ZOHEARICHH-TH, mFOM Tl

IZiEmE AT 52 L,

13



EEF@ESATLEERAT—5IEH

Al K1

WESHE WAHEAES
A |[EFY BRI AF R 4R (FRIR R @ ST 21EE
AB |EFEIHEREE FI$ES (HARE) ] MO IFEOFEHFHEHEF CL- T AN GEICEEER
iR # AC | FHEIRESR A (ISR S (TRARTE) A OIS BRY SRS BIEH
AD | EBIMEREE FI$ES (HARE) X SEEEL TIFWVFEIEE
AE |BESAF M IRER & (THERTE)
AF |BIFFFHERZESRS (FHERTED
AG [AEICHITSBLESHO . O, EEZOEEEE (HiRE
BC |[EZIES @M RIRE GEEAIEITAFICES D)
BO |{-¥on M ZnER & (AT R iEId AP CIET R
DA |EM RS AE (I3RS (G
DB |= 1F A AE (ISR 55 n B
st DC [HHERS A 3RS (58
OO | #HEEIEHE RIS Cois
DE |RRFEMITISRS (E5E)
COF |BUfFFHERZRSR S (5ES)
DG [(AEICE T5EESH0 FF, O, EEZOEERS G558
HREDE - RETHRE W|ENE - TTHRE BT HAERE ACKI—R (L84
?—(’)i;laI)EE %5 (R3) HERE SBER HERE SBER AHEHICETHBE AFEER HAiE NullFlavor wE EE IEF&S
L= ACKH R 228
AA | AB | AC | AD | AE | AF |AG |BC |BD | DA | DB | DC | DD | DE | DF | DG||AA | AB | AC | AD | AE | AF | AG | BC | BD | DA | DB | DC | DD | DE | DF | DG ®| 7
J2 JIEH - 00 00 00
J2.1a HAES GRENE) ©olo|o|o|l0o|O0|O0|O0O|O|O|O|O|O|O|O|0O|O|O|O0O|O|O|O0O|O|O|O|O|O|O0O|O|O|O|O| O @K;Z?B@iﬁhﬂiﬁ%ﬂ#@#ﬁﬁ a—FYR+ CLJ21a 01 00 00
3]
|BJ4aDfEFJI2.1aDEE LTS
fEICEE LI ETAANT ST
Lo
J2.1a[Ver] |#AIFES(HE 5 5E) - codeSystemVersion TXT 5 02 00 00
J2.1b BAES (FS) O [[(MEHEHOHICEE] NUM 8 FEXFHONSIEFELHELE 03 00 00
MEHRELL T METHES . 8HITANT B,
IFART—REEIFAALENS
Lo (ANBEICKYHIRIRE
MBI ENEEHIET D, )
J2.2.1 wERFER ©olo|lo|o|l0o|O0|O0|O0O|O0O|O0O|O0O|O0O|O0O|O0O|O0O|0O0|O0|0|O0(0|0|0(0|0|0|[0|0|0(O0|0|O0|OC| A]| A Bt (RIEFEE) CCYYMMDD 04 00 | 00
J2.2.2 HRELFBICETHIAU A | A [(EHEEOHTTEE] TXT 10000 05 00 00
WEHREZHNT, C14 &
U221 BNELDHE . ANTD
&
C.1.4802.2.1 DLEEIE.,
CCYYMMDDF TOHEE TT
el
J2.3 ENEsRE TS olo|oOf x| x| x|Ofx|x|[x|x]x|x]x|x|xo|lOo|lOo|x|x]|x|[O]x|[x]|x][x]|x]x]|x]x]|x]|a|a I—FYRk CL.J23 06 00 | 00
J2.3[Ver] BN $R4E 754 - codeSystemVersion olO| O X X X X X X X X X X X X olO| O X X X X X X X X X X X X TXT 5 07 00 00
J2.7.1 ET.RKETES ©olo|o|o|l0o|O0|O0|O0|O0|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O||O] O YRk active,completed 08 00 00
J2.7.2 RFETIZETHIAVE o|o|O|O o|o|O|O o|o|O|O olo|o|o ™T 10000 09 00 | o0
J2.8.1 RERZN T ololo|lol x| x| x| x| x|o|lo|lo|lo|x|x|x|olo|lo|lOo|x]|x|x|x|x|O|lo|lo|O]| x| x| x| a]| al|#EksEorisE] ERJPIN CL_J2.8.1 10 00 | oo
WEHRELLT. RETHIBE
FART—REBFAALZNS
J2.8.1[Ver] |#R&EXFH TS - codeSystemVersion olojlo|lol x| x| x| x|x|jOo|lOoflo|lOo|x|x|x|o|lo|lo|Oo|x|x|x]|x|x|O|lOo|lOo|lOfx] x| x| a]a TXT 5 1 00 00
J2.8.2 HMENRINDER O O O X X X X X O O X X X O O X X X X X O O X X X A | A TXT 10000 12 00 00
J2.9 BTEDM R T © X © X X X X X X © X © X X X X X X X X X X X X X X X X A| A TXT 10000 13 00 00
J2.10 SEDOXIG A| A| A A| A | A A|A A A| A| A A © [CENCENCENCONNCONNC] © ©| OO0 | O A| A TXT 10000 R (SREHIR A 308 DHE (2D 14 00 00
thOEIEAIICRREA HDHEEIR
HRIZBRADEFIMTL =35 &2 MR< ) R
FNEEEKDEERICLDERE
bhdEDDIHEIZRS.)
J2.11 ZTOSERESE A | A | A|A|A|A|A|A|A A A (A A A A A|0o|J|O|O|O|O|O|O|O|O|O|O|O|O|OC|OCO|O|| A|aA T 10000 EMWREHS. ERLOTERH 15 00 | oo
KRELRHT S,
A LOERRBIRRFCONT
1&. RS (BREHRAHB0E DIFE
Mzt BIERICEBAHEC
EERPLICBEA L IR LB ERR
o) RIFSHEERELKDEEAICE
2EEDLNDLEDDIHEICRS, )
J2.12 SBRERR IR X X X X X X X X X ©O|lO0|0|O0|0O0|©]| © X X X X X X X X X ©|lo0|O0|O0|O0|O|O| A| A TXT 70 16 00 00
J2.13 RBROBE (LEICISCRYIRY) - 17 00 | oo
J2.13.r1  |EHER x [ x| x| x| x| x| x| x| x| A|A|A]A|A|A]A] x| x| x| x| x|x|[x]x]|x|A]A|A|A|A]A]|A|A] A NUM 2 18 01799 | 00
J2.13.r2 |HREKE x| x| x| x| x| x| x| x|[x(OfO(O(O|O0|O0|0Ox|x|x|x|x|x|[x|[x[x|O|O|O|O|O|O|O(|A|aAa TXT 1000 19 01799 [ 00
J2.13.r.3 RS+ X X X X X X X X X olo|lolo|lo|lol| o X X X X X X X X X ojlOo|jOo|jOo|o|o|Of| af a a—KFJRk CL.J2.13r3 20 01799 | 00




BEEFEBE AT LEEAT—SHE

Al #K 1

RENE - RETHRSE WENE - ETHRE BT HEmE ACKI—R(L8#)
?—(ﬁSI)EE %5 RI) iR BER iR BER ADEHICETHEE AniER Bl NullFlavor e L IBFES
W A ACK# R E1EA
AA | AB | AC | AD | AE | AF | AG |BC BD DA DB |DC DD |DE|DF DG AA | AB | AC | AD | AE | AF | AG | BC BD DA | DB | DC | DD | DE | DF | DG # F
J2.13.r.3[Ver] |B%£48 - codeSystemVersion X X X X X X X X X ofo|oj x X X X X X X X X Oo(Oo|O| A a TXT 5 21 01799 | 00
J2.13.r.4 BREDOEHDOEE X X X X X X X X X ©|lO0|O0|O0|O0|O| O] % X X X X X X X X ©| 0|0 |O0|O0|©0|O| A| A Boolean TRUE/FALSE 22 01799 | 00
J2.16 MENBDES X X X X X X X X ©| ©| © X X X X X X X X O | O |Of A A TXT 500 23 00 00
J2.18.1 ZIEFHBE ©olo|0o|o0o|l0|O0|O0|0O|O0O|O0O|O0O|O0O|O0O|O0|0|0|0|0|0(0|0|0(0|0|0|0|0|0(0|0|O0|(OC|| A]| A TXT 100 2@&%??5&;5?%&%%%&% 24 00 00
a N o
J2.18.2 ZIEERA ©|0|0|(0|0|©0|©0|©0|0|0(0|0|0|0|0|0|O0|0|0|0|0|0|0|0|0|0|0|0|0|0C|O0|(O|A]|aA TXT 100 TEEREANT D, 25 00 00
J2.18.3 2EE M ©olo|0o|o0o|0|O0|O0|0O|O0O|O0O|O0O|O0O|O0O|O0O|0|0|0|0|0(0|0|0(0|0|0|0|0|0(0|O0|O0|OC|A]| A XT 100 THBOEEROBKIZANT S, 26 00 00
J2.18.4 2EE & ©|0|0|(0|0|©0|©0|0|©0|0(0|0|0|0|0|0|©0|0|0|0|0|0|0|0|0|0|0|0|0|0C|O0(O|A]|aA TXT 100 I#EOEEROA I1ZANT B, 27 00 00
J2.19 {H&1 X X X X X X X [m] ] X X X X X X X X X X X X X X ] ] X X X X X X X A A TXT 10000 28 00 00
J2.20 &2 X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X A A TXT 10000 29 00 00
J2.21 {H#&3 X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X A A TXT 10000 30 00 00
J2.22 &4 X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X A A TXT 10000 31 00 00
C.4r SIRAXH (WEITHELERYIERT) - 64 01799 [ 00
J2.15.r ARE X[ x| x| x[O|O|@|O0[|O0| x| x|[x]|Xx]|OQ|O[O0Ox|x|[x]|x]|OQO|O0[0|0|O0|x|x|x|x|[O0|O0|O|A|aA a—KyRk 1SO_3166- —EBOBESFILTEVIEHFBLA 32 01799 | 00
1(alpha_2)+EU LY, SEMBIESKWH A MBI DA R
BFIVIN—ILIEBBTHIL,
J2.17.r HERHRODE X | x| xX[x]|]O|O[x]|OQO|O|x|x|x[x]|O|O[x||x]|x|[x]|x]O[O|x]|O0[O|x|x|[x]|x]O[O| x| AfaA AR 1.2 33 01799 | 00
E.i ElIfER  AERR (WEICELERYIRY) - 00 01799 [ 00
J2.14.i FREN-BEAD x [ x| x| x [ x [ x ] x| x[x x [ x| x| x [ x| x| x| x|[x] x| x| x x| x| x| a] a a—KYRk CL.J2.14i 34 01799 | 00
J2.14.i[Ver] |5&%1-BEN - codeSystemVersion X X X X X X X X X X X X X X X X X X X X X X X X A A TXT 5 35 01799 | 00
G EXESR - 00 00 | 00
G.k EEMAFR(DEITHLRYIET) - 01 01799 [ 00
J2.4.k FEESZZFORREXS ©olo|0o|o0o|0|O0|O0O|O0O|O0|O0O|O0O|0|O0|O0|0|0|0|0|0(0|0|0(0|0|0[0|0|0[0|0| 0|0 A| A/ lODLDFEYRLOFRIE a—FYRk+ CL.J24k 36 01799 | 00
EANTHLELNHD, (2T
DIEYBELT, BEATAND R
ZEEVSDITTIIEL, )
F-. MESENRBROES
&, 1E B ORYIRLISHT A
NTBLELNHD,
2.4 k[Ver] [HTEEGKFOKRRS - ©|0|0|(0|0|©0|©0|0|0|0(0|0|0|0|0|0|©0|0|0|0|0|0|0|0|0|0|0|0|0|0|O0(O|A]| A TXT 5 37 01799 | 00
codeSystemVersion
J2.5.k —RAEEREDIRIRNF A| A A|A|A|A|Aa|Aa|aA Al A|A|a|a|la|lalalalala ERJPIN CLJ25k 38 01799 [ 00
J2.5k[Ver] |—RRAEEGZEDNIRIRD % - Djlo|o|o|o|o|O|a|la|lalalala|jajaja|jO|O|O|O|O|O|lOla|la]Aa]Aa|Aa|A|A|Aa|Aalala TXT 5 39 01799 | 00
codeSystemVersion
J2.6.k —RAEEROAFER ojlo|jo|lo|lo|jOo|lOo|aAa|laAa|A|lAla|la|la|lalaljO|O|lOo|jOo|lOo|lO|(O|A|A|A|A|A|A|A]A|AA] A a—KyRk CL.J26k ASKU,UNK 40 01799 | 00
J2.6.k[Ver] |[—MRAEEZDAFRIE - ojlo|jlo|lo|lo|jo|lOo|aAa|laA|lA|laAla|la|la|lalaljOo|lOo|lOo|lOo|lo|lO|O|A|A|A|A|A|A|A]A|AA] A TXT 5 4 01799 | 00
codeSystemVersion

2/2




BEREFZEEHRET —FEE

Al #2

| L] W ANEHRS
AA | EIP RS AE (B4R (FRERED & LA TEIEE
AB |EPIEITEFRE (AR & (AR ) u| D ] B AR M I Cdh o T AN B ST
HhiRE AC |MHEIRESE AR S (FRIRE) r'y TTHESPRY SCEd BIRE
AD |FMERITERE B4R S (IR hat SREELTIFL AL TEE
AE |ERALAFER S SRS (FHIR R
AF |BITEFERSE SRS (FRERED
AG [MEICHITHELEH0 Pl O, EFEZOHEFRS (HIRE
BC |EFIRS @RS (GRE 5 A AR CHET D)
BD [L#EGmiFSEeRs (AL IEIT AFICIET D)
DA |EIP R A (ISR 2 (55D
DB 1R A (P4 S (G55
bt DC | FHEIRRSLEE Bl$R S (55
DD _|HERITERE BIsRES (55
DE |EESRLIETISRSRS UEER)
CF |BHFRTRZRIRS (5
DG |HEICEITHEESE0 P)F, O, EESOEERS (55R
RENE - RETHRSE WENE - ETHRE BT HEmE ACKI—R(L8#)
?—(ﬁSI)EE %5 RI) iR BER iR BER ANEHICET IR AniER Bl NullFlavor e L IBFES
| A ACKH i
AA | AB | AC | AD | AE | AF |AG |BC | BD DA | DB |DC | DD | DE DF DG AA | AB | AC | AD | AE | AF AG | BC |BD | DA DB DC DD | DE | DF | DG # 7
N.1 ICH ICSRIZIZ# A F (/N F T/ i—: - 00 00 | 00
BATCH WRAPPER)
N.1.1 NIFRDAvE—2 DIELE A| A a—KYRk E2B_CL1 o1 00 00
N.1.1[Ver] [\ FHRDAvt—TDFELE - A| A TXT 5 02 00 00
codeSystemVersion
N.1.2 NYFES ©| © T 100 ;ﬁ%@ﬁ@ﬁ@l#ﬁ%&%y&)\t 03 00 | 00
%
N.1.3 INYFEEFRATF TXT 60 TR IEEBBFIEANT D, 04 00 | oo
N.1.4 INYFRIEEHRTF TXT 60 "PMDA"EANT B, 05 00 00
N.1.5 NyFRED B Bt (RIEFEE) | CCYYMMDDhhmmss 06 00 | oo
N.2.r ICH ICSRAVE—IAYH (Ayt—DFy - 07 0000~ 9999 |8 FI=H T, 8D
I8—) (BEITISLRRYERT) ?‘Fﬂﬁér (i3 s
N.2.r.1 Ayt —UHRIF o|lo|o|o|o|o|lo|o|0|]0|O0|O0|O0|O|O|O|O|O|O|O|O|OD|O|O0|O0|0|0O|0O|O|O|O|O|®|O® T 100 CLIREUREBINFEANT . 08 0000~ 9999 %ﬁ}%ﬁlffsﬁio
N T akr%r (THRATIF
%,
N.2.r.2 Ayt —U R EFEHIIF o|lo|o|o|o|o|lo|o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|O|O|OD|0O|O0|O0|O0|0O|0O|O|O|O|O|®|O® T 60 TR EEBIFIZEANT D, 09 0000~ 9999 ;mﬁ}(*:;;;ﬂ}ﬂs{f?
T4 r [ZHRAE
%,
N.2.r.3 Ayt —UREFHIF o|lo|o|o|o|o|lo|o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|O|O|OD|O|O0|O0|O0|0O|0O|O|O|O|O|O®|O® T 60 "PMDA"EANT B, 10 0000~ 9999 %mﬁ}(*:;;;ﬂ}ﬂs{f?
T4 r [ZHRATE
%,
N.2.r.4 Ayt—AER O B o|lo|o|o|lo|o|lo|o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|O|O|OD|O|O0|O0|O0|0O|0O|O|O|O|O|O®|O® Bt (RIEFHEE) | CCYYMMDDhhmmss 11 0000~ | 9999 ﬁ}(;@ﬂ}ﬂs{f?
T4 r [ZHRATE
%,
C.1 FEBIR LM EDHER - 00 00 | 00
C.1.1 REFCLCBEOGEMREMHREHA| 0O | O | 0| 0| 0| O0O|O0O|O|(O|(O(O0O|O0|O0|O0|O0|0[|0|0|0|0|0(0(0O|(|0|(|0|O0|O0|O0|0|0| 0|0 O0|O0 ([WEKEHDHFTEEE] T 100 I —RIFMREOEI—F £ EH o1 00 | oo
¥ BEICRIALTLANRS BATF-LEEEOEAEEES)
BREHATEANT BT, ORATANT S.
C.1.2 fER D B ©o|lo|o|o|lo|loflo(0o|0|]O0|O0O|O0|O0|O0O|O0O|O|O|O|O|O|(|O|O0O|O0|O0|0|0|0|0|0|0|0[O0|O|O B {$ (RIEFE) | CCYYMMDDhhmmss 02 00 | o0
C.1.3 mEDIEE o|lo|o|o|o|o|lo|0o|0|0|O0|O0|O0O|O0O|O|O|O|O|OD|OD|O|O0O|O0|O0|O0O|O|O|O|O|O|O|O® a—KyRk E2B_CL2 03 00 | o0
C.1.3[Ver] |$&&DTELE - codeSystemVersion ©|l0|0|(0|0|O0|O0O|O0|O0|O0|(|O0|0|O0|O0O|0|O0|O0|0|0|O0|0|0|0|O0|0|0|0|0|0|0|O0|(O|A| A TXT 5 04 00 00
C.1.4 ERBENORIICHENAFSNIA o|lo|o|o|lo|o|lo|o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|OD|O|OD|0O|0|0|0|0|0|0|0|O0C|OC| A|[A B (RIEHEE) CCYYMMDD 05 00 | 00
C.1.5 AREDRHFERAFH ©o|lo|o|o|lo|lo|l0o|(0|0|O0|O0O|O0|O0|O0|O0|OC|O|O|O|(O|(|0O|O0|O0|O0|0|0|0|0|0|0|0|O| A|aA Bt (RIEHEE) CCYYMMDD 06 00 | 00
C.1.6 RZIEENRELTL SR AL ZOMD - 07 00 | 00
-
C.1.6.1 FIATRELZDOMDERILHEM ? ©|lo0o| 0| O] % X X X x|lo|lo0o|o| 6| x X xlO|lO0|©0| 0| % X X X X | ©O|lO0|O©| O % X X || A| A Boolean TRUE/FALSE 08 00 00
C.1.6.1.r ZEENRELTLSEH MEIZELERY - 09 01799 | 00
B9
C.1.6.1r1 [EEENRELTWDIEH o|lo|loflo|l x| x| x| x| x|Oo|lo|lo|lo|lx|x|x||o|loflo|O|x|x]|x|x|[x|O|lOoflOo|lO]x|[x]|x|ala TXT 2000 10 01799 [ 00
C.1.6.1.r2 |BFhdEN A A A|Aa| x| x| x| x| x|AaAlAaAlAa]lAa] x| x| x| a|a|a|la|x|x|x|[x|[x]a]a]a]la]x]x]|x||a]a BIROEA TH¥AL, HLLE, BAT IR 11 01799 [ 00
DFAIFANT—5EANT 5,
XEREHI:
<text mediaType="application/pdf’
representation='B64">
NF)T—5)
</text>

1/9




ERES T EHRET —S1EE

Al #K2

BESE - RETHSE WENE - ETHRE IF HEERE ACKa—F(E84#)
%’—(ﬁ;)ﬁﬁ %5 RI) iR BER iR BER ADEHICETHEE AniER Bl NullFlavor e L IBFES
oA ACK## 258
AB | AC | AD | AE | AF | AG BC |BD | DA | DB | DC | DD | DE | DF | DG AB | AC | AD | AE | AF | AG BC |BD | DA | DB | DC | DD | DE | DF | DG ) F
C.1.7 KEGIFLZEDRBREDRELH T ©|0|0|l0|0|O0|O0|O0|O0C|O(O0O|O0|OC|O]|O ©O|l0|0|0|0|0|0|0|0|O0|0|0|O0|O0| 0| A| A |(VERSHEDORLEE] Boolean TRUE/FALSE R2TATLIMMESN TRV —R 12 00 00
m? ACD#EIRE T, Ei32 A [FABFELAL M=, NullFlavor: NID
true THEIEEBRIEHA1 FALELT S,
DLEFENLLMEA . trueh A
AENTLVENZE,
C.1.8 1t SR A1 [E A O IE B # 5 F - 13 00 | 00
C.1.8.1 1 F e E A DAERIESF TXT 100 14 00 | oo
C.1.8.2 KEGIDE—EEE EENJPIN E2B_CL3 15 00 | 00
C.1.8.2[Ver] |AfEHIDE—%IEHE - codeSystemVersion TXT 5 16 00 | 00
C.1.9 T DHBDEHIERF - 17 00 | 00
C.1.9.1 i@fgfﬁiﬁ'ﬁ%ﬁ%&éhf:‘?0)11!’.0)1&%?&%'] ©o|lo|o|o|l0|O0|O0|O0|OC|O|O|O|O|O]|O ©O|l0|0|0|(0|0|0|0|0|O0|(|0|O0|O0O|(OC|OCO| A|aA Boolean TRUE NI 18 00 00
FlEHdn?
C.1.9.1.r FEBIEER F OFHRIR (BEISISCRYIRY) - 19 01799 | 00
C.1.9.1.r.1  |FEBIERFOERIR o|jo|o|jo|jo|jo|jo|o|o|o(o(o(o|0O|0O Oo|lo0|O0|O0|Oo|o|o|o|o|lo|lo|jojo|(o|(O| aA| a TXT 100 20 01799 [ 00
C.1.9.1.r2 |FEBIERF o|lo|o|jo|o|o|o|o|o|lo(o(o(o|O0| O Oo|lo|o|o|Oo|o|jo|o|o|lo(o(o(o(Oo|(O| A]| A TXT 100 21 01799 [ 00
C.1.10.r ARG LBET HMEDHFF (BEITISL Ala|ala|ala|ala|laja|laja|la]ala Ala|ala|ala|ala|lajalaja|lajalafala TXT 100 22 01799 | 00
#®YRY)
C.1.11 MEWEBE - 23 00 | 00
C.1.11.1 MEWEBIE o|lo|o|jo|o|o|o|o|o|lo|(ofo(o|O| O o|lo|o|lo|lo|lo|lo|lo|lo|lo|lo|lo|lo|lo|O0fe]| e |wa&k&sEoiErenE] a—FYRk E2B_CL5 24 00 00
AEREELT. RETD5E
FART—REBFAALZNS
Lo
C.1.11.1[Ver] | &3 IS 1E - codeSystemVersion Oo|lo|o|o|lo|jo|lo|(Oo|lo|jo|loflo|jo|lOofO o|lo|lo|lo|lo|jo|lo|lolo|lo|lolo|lo|lofO TXT 5 25 00 00
C.1.11.2 MEWE BIEEHR o|lo|o|jo|o|o|o|o|o|lo(o(o(o|O0| O o|lo|o|jo|o|o|o|o|o|lo(o(o(o|O0| O TXT 2000 26 00 00
C.2.r FE—RIERR (BEIZISCEYEY) - 27 01799 | 00
C.2.r.1 REBFDEKS - 28 01799 | 00
Cc.2r1.1 MEBFEDHSL X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 50 MSK,UNK, 29 01799 [ 00
ASKU,NAS
K
C.2r.1.2 REEDLE X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 60 MSKASKU 30 01799 [ 00
NASK
C.2.r1.3 HEEDOTREA X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 60 MSK,ASKU 31 01799 | 00
NASK
C.2.r1.4 MEFEOY X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 60 MSK.ASKU 32 01799 | 00
NASK
C.2.r.2 REEOEFMRUVEEES - 33 01799 | 00
C.2.r2.1 REE DM X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 60 MSK.ASKU 34 01799 | 00
NASK
C.2.r.2.2 MEEDEE X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 60 MSKASKU 35 01799 | 00
NASK
C.2.r2.3 REEEDIERT (Fith) X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 100 MSK.ASKU 36 01799 | 00
NASK
C.2r2.4 REE DIERT (HETH ) X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 35 MSKASKU 37 01799 | 00
NASK
C.2.r2.5 REBEDER (HEFESE) X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 40 MSK.ASKU 38 01799 | 00
NASK
C.2r2.6 MEEDE(BESS) X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 15 MSKASKU 39 01799 | 00
NASK
C.2.r2.7 MEENDBEES X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X TXT 33 MSK.ASKU 40 01799 | 00
NASK
C.2.r.3 HEFEDEI—F o|jlo|jlo|jlo|o|o|o|oe|(o|lojojOo|lo|©]|© O|lo|O0O|lo|o|o|lo|o|O0(O0|O0|O0[0| 0| O A| A|HRESE a—KYRE SO _3166- MSK,UNK, 41 01799 [ 00
(AE,AF,DE,DF,BC,BD). f&i& %R 1(alpha_2)+EU ASKU,NAS
%(AGDG) DIFAFTRITE K
BIH .
*C2r3I[EMBETANT B, (1
YBLOF1EIDH, )
nullFlavorZFI AL TIEAE54
LY,
C.2.r4 -1 O|lo|Ofx| x| x|[x|x|OfO|O|O]fx]|x]x o|o|O| x| x| x| x| x|[OlOfOf[O| x| x| x| a]|a ERUFIS E2B_CL6 UNK 42 01799 | 00
C.2.r4[Ver] |&#E - codeSystemVersion X X X X X X X X X X X X X X X X A| A TXT 5 43 01799 | 00
C.2.r.5 RE B8 LOE—RFRE olo|lo|x|x|x|x|[x|lO|lO|O|O| x| x|Xx QOO | x|x|x|[x]|x[OQ|O[O]|O|x|x|[x| A|A([fRIURLOB, 1EIOHDF AL 1 44 01799 | 00
i
C.3 FEBIREMMEDXEF BT HHR - 45 00 | 00




BERAEFIREERET —HEE

Al #K2

RENE - RETHRSE WENE - ETHRE BT HEmE ACKI—R(L8#)
%’—(ﬁ;)ﬁﬁ %5 RI) iR BER iR BER ADEHICETHEE AniER Bl NullFlavor e L IBFES
W A ACK# R E1EA
AA | AB | AC | AD | AE | AF |AG |BC | BD DA | DB |DC | DD | DE DF DG AA | AB | AC | AD | AE | AF AG | BC |BD | DA DB DC DD | DE | DF | DG # 7
C.3.1 EIEEDESE © © EESJPIN E2B_CL7 46 00 | 00
C.3.1[Ver] [#{E&E DFELE - codeSystemVersion © © TXT 5 47 00 | 00
C.3.2 EIEE DB © © T 100 TEEEBIFIZEANT D, 48 00 | 00
C.3.3 REXEOHREE - 49 00 | oo
C.3.3.1 EEBZEOHE x x x x x x x x x x x x x x x x x x x x x x x x x x x x x x x x x x TXT 60 NEEEHEIZANT B, 50 00 00
C.3.3.2 EEFEDHA ©o|lo|o|o|lo|loflo(0|0|]O0|O0O|O0|O0|O0O|O|O|O|O|O|O|(|O|O|O0|O0|0|0|0|0|0|0|0|[O0|O|O ™T 50 TREEER-WEIZANT S, 51 00 | o0
C.3.3.3 EIEFEDEHT o|lo|o|o|o|o|lo|0o|0|]O0|O0|O0|O0|O|O|O|O|O|O|O|O|OD|O|O0|O0|0|0O|0O|O|O|O|O|O®|O® T 60 TREEBHR-BIEANT D, 52 00 | o0
C.3.3.4 EEFEDOHHSZ A A A|a|la|a|lalalalalalajlajajajajalalalalalalalalajajajajalalalallala TXT 60 TREEER-PEBIZEANT D, 53 00 | o0
C.3.3.5 EEFEDOH o|lo|o|o|o|o|lo|0o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|O|O|OD|O0O|0O|O0|O0|0O|0O|O|O|O|O|O®|O® T 60 TREEBHRMIZEANT D, 54 00 | o0
C.3.4 REIEFDEFT. FAXES. BEESRUE - 55 00 | 00
FA—=ILTRLR
C.3.4.1 EEE DR (FH) o|lo|o|o|o|o|lo|o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|O|O|OD|O|0O|O0|0|0O|0O|O|O|O|O|®|O® T 100 TREEFREMIZEATT D, 56 00 | o0
C.3.4.2 EEE DERT (HETH ) ©o|lo|o|o|lo|loflo(0|0|]O0|O0O|O0|O0|O0O|O|O|O|O|O|(O|(|O|O|O0|O0|0|0|0|0|0|0|0[O0|O|O T 35 TREEFREMIZANT S, 57 00 | oo
C.3.4.3 EIEFEDER (BEFES) o|lo|o|o|lo|o|lo|o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|O|O|OD|0O|O0|O0|0|0O|0O|O|O|O|O|®|O® T 40 TREEFREMIZEATT D, 58 00 | o0
C.3.4.4 EEFDEFT(BEES) ©o|lo|o|o|lo|loflo(0|0|]O0|O0O|O0|O0|O0O|O|O|O|O|O|O|(|O|O|O0|O0|0|0|0|0|0|0|0[O0|O|O T 15 59 00 | o0
C.3.4.5 REEFDER (Ea3—F) o|lo|o|o|o|o|lo|o|0|]0|O0|O0|O0|O0O|O|O|O|O|O|O|O|OD|O|O0|O0|0|0O|0O|O|O|O|O|®|O® a—KyRk 1S0_3166-1(alpha_2) 60 00 | oo
C.3.4.6 EEBENEEEFS A A A|a|la|a|lalalalalalajlajajajajalalalalalalalalajajajajalalalallala TXT 33 TRERBEESIEANT S, 61 00 | o0
C.3.4.7 EIEEDFAXES A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A TXT 33 [MRRFAXBEBS1ZANT S, 62 00 00
C.3.4.8 EEBEDEFA—ILTFLR x | x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x| x|[x|x|x|x|x]|x]|x] x| x| x TXT 100 63 00 00
C.4.r SIAXH (WEIZISLEYIRT) - 64 01799 | 00
C.4.r.1 5| ATk o I A I I o I o I Y O | " O ' N TXT 500 ASKUNAS 65 01799 | 00
K
C.4.r.2 BFENDEH A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A BIADIES THFR, HLLIE, B64T O— Rk 66 01799 | 00
DFAIFANT—5%ANT 5,
XEREHI:
<text mediaType="application/pdf’
representation='B64">
NF)T—5)
</text>
C.5 HERDHA - 67 00 | oo
C.5.1.r HBROZFFRWDEICISLEYIRY) - 68 01799 | 00
C.5.1.r.1 HBROERES A A A|a|la|a|lalalalalalajlajajajajalalalalalalalalajajajajalalalallala TXT 50 ASKUNAS 69 01799 [ 00
K
C.5.1.r.2 HER D EIRE A|A|AlAa|A|jala|lajala|lajala|ajaaflajala|lajala|lajala|ajala|ajafajafala a—KyRk 1SO_3166- ASKU,NAS 70 01799 | 00
1(alpha_2)+EU K
C.5.2 HERA A|A|A|lAa|A|ala|lajala|lajala|lajalaflajala|lajala|lajalalajalalajalalalfala TXT 2000 ASKUNAS 7 00 | 00
K
C.5.3 REBRIKEEE (RRUY—) DHRBES A| A A|A|A|A|A|A|A]|A|A|A|A|A|A|[A|A|A|A|A|A|A|A|A|A A |A|A|a|aja|afla]a TXT 50 ASKU,NAS 72 00 00
K
C.5.4 EER AEESIEEInEROEE| O | O| oD |0 | o|lo|o|o|lo|lo|o|lo|lo|o|lo|ofjo|lo|lo|joflo|lo|lo|lo|lo|loflo|lo|loflo|lo|lOfa] a ERJPIN E2B_CL8 73 00 | oo
C.5.4[Ver] |BEER  AZEEZIERShE-HBOEE|( O | O | OO0 |0 |o|(O0|Oo|o|O|(o|o|o|(Oo|o|o|\o|lo|o|o|(Oo|jo|o|Oof(o|jo|lo(Oo|jOo|o|O|(O|A]| A TXT 5 74 00 00
- codeSystemVersion
D BERS - 00 00 | oo
D.1 BEBRIXIFA=vIL) ©| 0| ©| O X X X X X ©| 0| ©| © X X X ©| 0| ©| © X X X X X ©| 0| ©| © X X X A| A TXT 60 MSK,ASKU 01 00 00
NASK,UN
K
D.1.1 BEOZRLHRESRUZOERR GEH - 02 00 | 00
MEHFTShTNDIHE)
D.1.1.1 BEODERIRESRUFOBREGZE(| O | Ol O | O | x| x| x| x| x|O|O|lO|lO| x| x| x|Oflo|lo|O|lx|x|x|x|x|Oflo|lo|Ofx]|x]| x| a]a TXT 20 MSK  [NullFlavor b5t @ A 71 & F T, 03 00 | oo
ERRLRES)
D.1.1.2 BEODECRESRUIOBHEEM| O | O | 0| O | x| x| x| x| x|O|O|lO|Oflx|x|[x|Olo|lo|O|x|x|x|x|x|O|lOo|O|O]|x|x]|x|a]a T 20 MSK  |NullFlavor L5+ D A AIE AR 04 00 | 00
EDRLHRES)
D.1.1.3 BEODERIRBESRUTOBREGR| O | Ol 0| O | x| x| x| x| x|O|O|lOo|lO| x| x| x|Oolo|lo|O|lx|x|x|x|x|Oflo|lo|Oofx]|x]| x| a]a TXT 20 MSK  [NullFlavor b5t @ A 71 & F T, 05 00 | oo
PRIRES)
D.1.1.4 BEODEERESRUIOBHEGER || O | O | 0| O | x| x| x| x| x|O|O|lO|Oflx|x|[x|Olo|lo|O|x|[x|x|x|x|O|lOo|O|O]|x|x]|x|a]a T 20 MSK  |NullFlavor L5+ D A AIE AR 06 00 | 00
DHTHEEFHANES)
D.2 FRHTER - 07 00 | oo
D.2.1 £€AH o|lo|lOofOo|lx|x|x|x|x|O|lOo|O|lO|x|x|x||O|jOfOo|O0|x|x|x|x|x|O|O(O|O]|x|[x]|x|afa Bt (RIEFEE) CCYYMMDD MSK  |NullFlavorA4t @ A A IEFRH, 08 00 | 00




ERES T EHRET —S1EE

Al #K2

WEDE - RETHRS WMENE - TTHRE BT R fERE ACKI—R(L8#7)
%’—(ﬁ;)ﬁ 2 %5 RI) iR BER iR BER ADEHICETHEE AniER Bl NullFlavor e L IBFES
oA ACK## 258
AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG # ¥
D.2.2 BER  BEERREEROFEH - 09 00 | 00
D.2.2a ElfEF  AERRRABEROFE (B o|lo|lol x| x| x| x| x|ololo|lol x| x| x olo|Oofl x| x| x| x| x|Oolo|lo|Oofx]|x]| x| a]|a NUM 5 10 00 | oo
D.2.2b Bl AERRAEROFin (B ojlo|o| x| x| x| x|x|OoflofloloOo] x| x]x ojlo|o| x| x| x| x| x|OloflolOo| x| x| x| a]|a a—KyRk E2B_CL26b HIBR{FUCUMa—K:10a 11 00 | o0
D.2.2.1a RRTORMER  AEBRERBOITR olo|lol x| x| x| x| x|ololo|lol x| x| x olo|Oofl x| x| x| x| x|Oflo|lo|Oofx]|x]| x| a]|a NUM 3 12 00 | oo
HAR (0
D.2.2.1b BRETORMER BEERERROIR ojlo|o| x| x| x| x|x|OofloflolOo] x| x| x ojlo|oO| x| x| x| x| x|OloflolOo] x| x|x|a]|a a—KUYRk E2B_CL26g HIBR{FUCUMa—F : {trimester} 13 00 | 00
HAR (BAL)
D.2.3 BEOERE (BEFORKRICLD) o|lo|Ofx| x| x|x|x|Oflo|lo|Of| x| x| x olo|o| x| x|x|x|x|Ooloflolo] x| x| x| a]a ERJPIN E2B_CL9 14 00 | oo
D.2.3[Ver] BEOEHBEREENREIZKD) - olO| O X X X X X olO|O)| 0O X X X olO| O X X X X X olO|O)| 0O X X X A| A TXT 5 15 00 00
codeSystemVersion
D.3 AE (kg) A A A X X X X X A A A A X X X A A A X X X X X A A A A X X X A A NUM 6 16 00 00
D.4 & (cm) A| A| A X x x X x| A| A| A| A| X X X A| A| A X X x X x| A| A| A| A| X X x || A A NUM 3 17 00 00
D.5 EFT) o|lo|lO|l x| x| x| x| x|oOolololof x| x| x O|lo|0| x| x| x| x| x|OlOoflOofOfx|x|x| a]|a YRk 12 UNKASKU |4} E4E4I (AC,AD,DC,DD) LAS} (& 18 00 00
NASKMS [MSKDFI R IFEEIET D,
K
D.6 REAKER A| A Al x| x| x| x| x| Aa|la]|A]a]x]|x]x A| A Al x| x| x| x| x| a|la|lAa]alx]|x]| x| a]a B (RAEHEE) 1997 MSK  |#+EfEI (AC,AD.DC,DD) LAS} & 19 00 | 00
MSKOFRIFEIET D,
D.7 BET HARERVBEFER GHER & - 20 00 | 00
FERER
D.7.1.r BEY HARERVREFEROEELSN - 21 01799 [ 00
FBR(BEICHECEYIET)
D.7.1r1a  |BEET HARERUBEHAEIRDMedDRA ojlo|o| x| x| x| x|x|OofloflolOo] x| x| x ojlo|o| x| x| x| x| x|OloflolOo]x|x| x| a]|a T 4 TMedDRAN—S3V jEANT %, 22 01799 [ 00
N—Tay (FIATEROETHFIMIOH,)
D.7.1.r.1b  (BEET HARER UBBHAER (Fm/ Fift o|lo|lol x| x| x| x| x|ololo|lol x| x| x olo|Oof x| x| x| x| x|Oolo|lo|Oofx]|x]| x| a]|a NUM 8 23 01799 [ 00
WE Z D) (MedDRATI—F)
D.7.1.r.2 B E Al A A x| x| x| x| x| A Aa|lala] x| x| x Al A A x| x| x| x| x| A|A|A]A] x| x|[x]|Aa]a B (B AEHERE) [S9%% ASKU,NAS |4} ElfiE 5 (AC,AD,DC,DD) EA4 [ 24 01799 | 00
KMSK |MSKOFIFAIFEIET 5,
D.7.1.r.3 i Al A A x| x| x| x| x| A A a]la] x| x|x Al A A x| x| x| x| x| AaA|A|AaA]|Aa] x| x|x]|Aa] a Boolean TRUE/FALSE  |ASKUNAS|#+EJEfI (ACAD.DC.DD) LASH & 25 01799 | 00
KMSK.UN |MSKOFI A IEEELET S,
K
D.7.1.r.4 #7178 A| A A x| x| x| x| x| A|lA|A|]A] x| x]|x A| A|A| x| x| x| x| x| A|A|A|A|] x| x]|x| A a B fF (RAEHERE) ceYy ASKUNAS | 5} E4E 5 (ACAD,DC,DD) LASH & 26 01799 | 00
KMSK  |MSKDFIFAIFEELET 5,
D.7.1.r.5 - £3 Al A|A| x| x| x| x|[x|A]A| A[]A] x| x| x A| A|A| x| x| x| x| x| A|lA|A|]A|] x| x]|x| &a]| A TXT 2000 27 01799 [ 00
D.7.1.r6 Rk A| A| A X X X X X A| A| A A X X X A| A| A X X X X X A| A| A A X X X A| A Boolean TRUE 28 01799 | 00
D.7.2 BEETAAEERUMEER GIER. & A| A A x| x| x| x| x| Aa]lA|A]A] x| x]|x A| A|A| x| x| x| x| x| A|lA|A|]A|]x|x]|x| &a]| A TXT 10000 UNKASKU |4+ E4E4I (AC,AD,DC,DD) LA} (& 29 00 00
EFEERERO DRDBIEFR NASKMS [MSKDFIFIE2 1T 5,
K
D.7.3 BHRAEE A| A| A| X X x X x| A| A| A| A| X X X A| A| A X X x X x| A| A| A| A| X X x || A A Boolean TRUE 30 00 00
D.8.r HEYLBENEEREAREDLEICSL - 31 01799 [ 00
#®YiRY)
D.8.r.1 EXEMRE (HRESNRR) o|lo|Ofx| x| x|x|x|OflOo|lOo|Of x| x| x ojlo|oO| x| x| x| x| x|OloflolOo]x|x| x| a]|a TXT 250 NA 32 01799 | 00
D.8.r.2a MPIDN—Cay Bt /&S x|(O|lO| x| x| x| x| x| x| x|OlO] x| x| x x | Ol O] x| x| x| x| x|x|[x|[OlOf|x|x|x| a| a TXT 250 IDMPOIEHAREDETODEE 33 01799 | 00
D.8.r.2b BEEE & 8RR F (MPID) x | OO x| x| x| x| x|[x[x[OfO|fx]|x]x x | OO x| x| x| x| x|[x[x[OfOfx|[x]|x| &| A TXT 250 IDMPOE A REDETDEE 34 01799 | 00
D.8.r.3a PhPIDN—Cav Bt/ BS xO|lO| x| x| x| x| x| x| x|OlO] x| x| x x | OO x| x| x| x| x|x|[x|[OlOf|x|x|x| a| a TXT 250 IDMPOIEHAREDETOEE 35 01799 | 00
D.8.r.3b BEIEH A F (PhPID) x | OO x| x| x| x| x|[x[x[OfO|fx]|x]x x | OO x| x| x| x| x|[x[x[OfOfx|[x|x| &| A TXT 250 IDMPOE A REDETDEE 36 01799 | 00
D.8.r4 BAsa B A| A| A x| x| x| x| x| A|lA|A|]A] x| x]|x A| A|A| x| x| x| x| x| A|A|A|]A|] x| x]|x| aA]|a B fF (RAEHERE) ceYy ASKUNAS | 5} E4E 5 (ACAD,DC,DD) EASH & 37 01799 | 00
KMSK  |MSKDFIFIFEELET 5,
D.8.r.5 #T1H A| A| A X X X X x| A| A| A| A| X X X A| A| A X X x X x| A| A| A| A| X x x || A A Bt (FIEFEE) ceYy ASKU,NAS |5+ E4E 51 (AC,AD,DC,DD) LASH & 38 01799 [ 00
KMSK |MSKOFIFAIFEIET 5,
D.8.r.6a £ FAEBOMedDRA/NN—T 3 o|lo|lO|l x| x| x| x| x|olololof x| x| x olo|lo|l x| x| x| x|x|O|lOo|lOflO]| x| x|[x]| a]| a TXT 4 MedDRA/N—av 2 A DT 5, 39 01799 | 00
(FIFTZ2DETHFINIDFH,)
D.8.r.6b { FAEEH (MedDRATI—F) Oojo|oO|x|{x| x| x|[x|O|O|O(0O] x| x| x O|l0| 0] x| x| x| x| x|OlOolOofOfx|x|x| a|a NUM 8 40 01799 | 00
D.8.r.7a BI{EFADMedDRA/N— 3> o|lo|lO|l x| x| x| x| x|olololof x| x| x olo|lo|l x| x| x| x|x|O|lOo|lOflO]| x| x|[x]| a]| a TXT 4 MedDRA/N—av jEA DT 5, 4 01799 | 00
(FIFTZ2DETHFITIDFH,)
D.8.r.7b El¥E A (MedDRAT—F) Oojo|oO|x|{x| x| x|x|O|O|O(O] x| x| x OjOo|oO| x|{x| x| x|x|O|O|O(0O] x| x|[x]| A]| A NUM 8 42 01799 | 00
D.9 RELEDIHE - 43 00 00
D.9.1 ETH O|lo|0)| x| x| x| x| x|OlOfO(O]f x| x| x Ol 0|0 x| x| x| x| x|OlOolOofOfx|x|x| a|a Bt (FIEFEE) CcCYY ASKUNAS | 5+ EE 51 (AC,AD,DC,DD) LASH & 44 00 00
KMSK |MSKOFIFAIFEIET 5,
D.9.2.r RESNFFER (BEISIECRYIRY) - 45 01799 [ 00
D.9.2r1a |HRE&ESNI-FEEDMedDRA/NN—D3Y o|lo|Ofx| x| x|x|x|OflOo|lOo|Of x| x| x o|lo|Ofx|x|x|x|x|OflOo|lOo|Ofx]|x]| x| a]|a TXT 4 TMedDRA/N—Yay 2 ANT %, 46 01799 | 00
(FIATERDRIEFINLIDH,)
D.9.2r1b  |#H&ESHI-FEE (MedDRAI—F) olo|lo|l x| x| x| x| x|oOolo|lolOo] x| x| x olo|lo|l x| x| x| x|x|O|lOo|lOlO]| x| x|[x]| a]| a NUM 8 47 01799 | 00




ERES T EHRET —S1EE

Al #K2

WEDE - RETHRS WMENE - TTHRE BT HEmE ACKI—R(L8#7)
%’—(ﬁ;)ﬁ 2 %5 RI) iR BER iR BER ADEHICETHEE AniER Bl NullFlavor e L IBFES
oA ACK## 258
AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG # ¥
D.9.2.r.2 wESNT-FER (B HEH) AlAa]Aa]Aalx] x| x| x| x]A]A]A]A] x| x| x]|A]A]A]A] x| x][x]x]x|A]A]A]A]x] x] x| a]a TXT 250 48 01799 | 00
D.9.3 Bl (EEmSN =D ? olojlo|lol x| x| x| x|x|jOo|lOoflo|lOo|x|x|x|o|lo|lo|Oo|x|x|[x]|x|x|O|lOo|lOo|lOfx] x| x| a]a Boolean TRUE/FALSE UNKASKU 49 00 00
NASK
D.9.4.r BIRRICEHEE (WEITISLEYIRT) - 50 01799 | 00
D.9.4.r1a BRIZ & BIEER DMedDRA/N—D 3> olojlo|lol x| x| x| x|x|jOo|lOo|lo|Oo|x|x|x|o|lo|lo|Oo|x|x|x]|x|x|O|lOo|lOo|lOfx] x| x| a]a TXT 4 TMedDRA/N\—SaY & ANT %, 51 01799 | 00
(FIFTZ2DETHFINIDFH,)
D.9.4.r.1b BRI & HIEE (MedDRATI—R) Oojlo|jo|Ofx| x| x| x|[x|O|Of(O|O0|xx|x|[x|Oo|OfO|O|x|x|[x]|x|x|[O|O|O|Ofx] x| x| a]aA NUM 8 52 01799 | 00
D94r2 BRRIZLBIER (B HEDH) A| A| A A x| x| x| x| x|A|lA|A|A|x|x]|x||A|]A|]A|A]| x| x| x| x| x| A|A|A|]A|]x|[x]| x| & A TXT 250 53 01799 [ 00
D.10 H—F/TRERBEICH TS, RICEHTHF - 54 00 | 00
E:id
D.10.1 BEDHER Al Al A|lAal x| x| x| x| x| A|lA|AaA]A] x|x|[x]|A]|AaA|AaA]A] x| x|[x]|x]|x|a]|AaA|Aa|a]lx] x| x| a]a TXT 60 MSK,UNK, 55 00 | 00
ASKUNAS
K
D.10.2 BOERIER - 56 00 | oo
D.10.2.1 HOLE®ERA x x x x x x x x X X x x x X X X x x X X X x x X x X X x X x X X X X Bt (RIEFRE) ceYy MSK,ASKU 57 00 00
NASK
D.10.2.2 BOEH - 58 00 | oo
D.10.2.2a |HOEH () ojlo|jo|o|x|x|x|x|x|Oofloflo|o|x|x|x|Oo|lo|Oo|lO|x|x|x|x|[x]Ojlo|lo|O|x]|x]|x||a|a NUM 3 59 00 | oo
D.10.2.2b RO (BAL) o|lo|loflo|l x| x| x| x| x|Oo|lo|lo|lo|lx|x|x||o|lOoflo|O|x|x]|x|x|[x|O|lOoflOo|lO]x|x]|x|ala ERJPIN E2B_CL26a HIBRFFUCUMa—F : 10a 60 00 | oo
D.10.3 HFOZKARER A|A|AlAa]| x| x| x| x| x|a|lAa]ala]lx]|x|[x||aA]a|la|a]x|[x]|x]|x|[x]|AaA]ala|a]x|[x]|x|al|a B (RIEHFEE) ceyy ASKU,NAS |41 B4 5l (ACAD,DC,DD) LIS} & 61 00 | 00
KMSK |MSKOFIFAIFEIET 5,
D.10.4 BNIRE (kg) A|A|AlAa]| x| x| x| x| x|Aa]|A]|AaAlAa] x| x|[x||A]Aa|la]|Aa]x|[x]|x]|x|[x]|A]Aa|la|Aa]x|[x]|x|al|]a NUM 6 62 00 | 00
D.10.5 HOHEE(cm) Al Al A|lAal x| x| x| x| x| A|lAaA|lAa]Aa]x|x|[x]|A|Aa|Aa]Aa]x]|x|[x]|x]|x|a]AaA|Aa|a]lx]x]| x| a]a NUM 3 63 00 00
D.10.6 BRI Al Al A|lAal x| x| x| x| x| A|lA|AaA]A]x|x|[x]|A|AaA|A]A] x| x|[x]|x]|x|a]|AaA|Aa|a]lx]| x| x| a]a YRk 12 UNKASKU|#+E i (AC,AD.DG,DD) A} (& 64 00 | 00
NASKMS [MSKDFI AR IFEEIET S,
K
D.10.7 BOMEY LARERVBEHER - 65 00 | oo
D.10.7.1r |BROBEESNIER(WEICELEYIR - 66 01799 | 00
ER)
D.10.7.1.r.1a [ROBEET 28RERUVREHEERD ojlo|jo|o|x|x|x|x|x|Oofloflo|lo|x|x|x|o|lo|lo|lo|x|x|x|x|[x]Oojlo|lo|Oo|x]|x]|x||a|a T 4 TMedDRAN—S3Y JEANT %, 67 01799 [ 00
MedDRA/A—2 3> (FIFTZ2DETHFINIDFH,)
D.10.7.1.r.1b [ROBEET ZARBRVCHEERGER || O | 0| O | O | x| x| x| x| x (OfO|(O|O0O| x| x| x|O|O|O0|O0|x|x|x|[x|[x|[O]lO|O|O]|x]|x]|x| &a|a NUM 8 68 01799 [ 00
FHiLE Z D) (MedDRAT—F)
D.10.7.1.r2 |FEHE A| A| A A x| x| x| x| x|A|lA|A|A|x|x]|x||A|]A|]A|A] x| x| x| x| x| A|A|A|]A|] x| x| x| & A B fF (RAEHERE) ceYy ASKUNAS | 5} E4E 5 (ACAD,DC,DD) LASH & 69 01799 | 00
KMSK  |MSKDFIFAIFEELET 5,
D.10.7.1.r.3 |##fE A| A| A| A| X X x X x| A| A| A| A| X X x| A A| A| A| x X x X x| A| A| A| A| X X x || A A Boolean TRUE/FALSE ASKU,NAS |5+ E4E 51 (AC,AD,DC,DD) LASH & 70 01799 [ 00
KMSKUN |MSKOFIFRIEZLET S,
K
D.10.7.1.r4 |(#TH A| A| A A X X X X x| A| A| A| A| X X x| A A| A| A| x X x X x| A| A| A| A| X x x || A A Bt (FIEFEE) ceYy ASKU,NAS |5+ E4E 51 (AC,AD,DC,DD) LASH & 7 01799 [ 00
KMSK |MSKOFIFAIFEIET 5,
D.10.7.1.r.5 |f##& Al Al A|lAal x| x| x| x| x| A|lA|Aa]AaA]x|x|[x]|A]|AaA|AaA]AaA]x|x|[x]|x]|x|a]|AaA|Aa|a]lx] x| x| a]a TXT 2000 72 01799 | 00
D.10.7.2 BOMETARERVMEEROTDE]| A | A | A | A | x | x [ x [ x| x| A A A A x| x| x||a|Aa|Aa|Aa] x| x| x| x| x| a|a|a|la|lx|x|x|a]a T 10000 73 00 | oo
E:id
D.10.8.r BOMHETLBENEERERE(BLEIC - 74 01799 [ 00
ISC#RYRY)
D.10.8.r.1 EXERE (BESN-RE) Al A A|lAal x| x| x| x| x| A|lAa|lAa]Aa]x|x|[x]|A|Aa|Aa]Aa]x]|x|[x]|x]|x|a]AaA|Aa|a]x]x]| x| a]a TXT 250 75 01799 | 00
D.10.8.r2a |MPID/A—L3v At/ &S x| x| OO x| x| x| x|x|[x|[x|[OlO|x|x]|x|x]|x|O|0]|x]x]|x]|x]|x|x|[x|[OflOf|x|x]|x| a]|a TXT 250 IDMPDIEHAREDETOEE 76 01799 | 00
D.10.8.r.2b |EXESHM&AHAF (MPID) x [ x| O|Ofx | x| x| x|[x] x| x|[O|O|x|x|[x]}x]|x|[O|O]|x|x|[x]x]|x|[x]|x|DO|Of[x] x| x| a]aA TXT 250 IDMPOE A REDETDEE 77 01799 | 00
D.10.8.r.3a |PhPID/A—C3v Bft /&S x| x| OO x| x| x| x|x|x|[x|[OlO|x|x]|x|x]|x|O|0]|x]x]|x]|x]|x|x|x|[OfOfx|x]|x| a]|a TXT 250 IDMPOIEHAREDETOEE 78 01799 | 00
D.10.8.r.3b | AF (PhPID) x [ x| O|Ofx | x| x| x|[x] x| x|[O|O|x|x|[x]}x]|x|[O|O]|x|x|[x]x]|x|[x]|x|DO|Of[x]x]| x| a]aA TXT 250 IDMPOE A REDETDEE 79 01799 | 00
D.10.8.r.4 BAsa B A| A| A A x| x| x| x| x|A|lA|A|A|x|x]|x||A|]A|]A|A]| x| x| x| x| x| A|A|A|]A|] x| x| x| & A B fF (RAEHERE) ceYy ASKUNAS | 5} E4E 5 (ACAD,DC,DD) EASH & 80 01799 | 00
KMSK  |MSKDFIFIFEELET 5,
D.10.8.r.5 #T1H A| A| A A X X X X x| A| A| A| A| X X x| A A| A| A| x X x X x| A| A| A| A| X x x || A A Bt (FIEFEE) ceYy ASKU,NAS |5+ E4E 5 (AC,AD,DC,DD) LASH & 81 01799 [ 00
KMSK |MSKOFIFAIFEIET 5,
D.10.8.r.6a |fEMAEHOMedDRA/N—3Y O|lo|o|0O] x| x| x| xx|x|OflOolOolO|x|x|xO|lO|O0|0]| x| x| x| x| x|OlOlOlOfx|x|x| &a]|a TXT 4 MedDRA/N—av 2 A NS 5, 82 01799 | 00
(FIFTZ2DETHFINIDFH,)
D.10.8.r.6b |{#AEH (MedDRAI—FK) Oojo|jo|Ofx| x| x| x|[x|O|Of(O|O0|x|x|[x|O|OfO|O|x|x|[x]|x|x|[O|O|O|Ofx] x| x| a]aA NUM 8 83 01799 | 00
D.10.8.r.7a |BI{EFAMMedDRA/A— 3> olojlo|lol x| x| x| x|x|jOo|lOoflo|Oo|x|x|x|o|lo|lo|Oo|x|x|x]|x|x|O|lOo|lOo|lOfx]| x| x| a]a TXT 4 TMedDRA/N\—SaY & AN T B, 84 01799 | 00
(FIFTZ2DETHFINIDFH,)
D.10.8.r.7b |&I{EFA (MedDRAI—F) o|lo|lOofOo|lx|x|x|x|x|O|lOo|O|lO|x|x|x||OoO|jOfOo|0|x|x|x|x|x|O|O(O|O]|x|[x]|x|afa NUM 8 85 01799 | 00
E.i BElIfER  AERR (WEICELERYIRYT) - 00 01799 [ 00




ERES T EHRET —S1EE

Al #K2

WEDE - RETHRS WMENE - TTHRE BT HEmE ACKI—R(L8#7)
F— % N % 2 o =2
T (ﬁgI)EE %3 (R3) R BER R BER ANEICETBER ARER #EiE NullFlavor e e IR &S
W A ACK# R E1EA
AA | AB  AC | AD AE AF |AG BC BD DA DB DC | DD DE DF DG AA AB | AC | AD AE | AF | AG BC BD DA DB | DC DD  DE | DF | DG # ¥
E.i[EID] BER AEER EIFR AEEg%sRB[| 0|0 |0 |o | x| x| x| x| x|o|]o|o|o|x|x|x|o|l]e|o|oe|x|x|x|x|x]o|lo|o|o]| x|x]| x| aA]a uuID 40 BERNTL=—VLEZANT S, o1 01799 [ 00
FID]
E.i.1 FE—RERRICEVERESN-EERH - 02 01799 [ 00
FER
E.i.1.1a BEETEHIN-.F—RERFLYH| O | O | 0| 0| x| x| x| x| x| O|O|O|O| x| x| x|Oo|Oo|Oo|O|x]|x|x|x|xx|O|lOo|Oo|O]|x]|x]|x]|a]a T 250 03 01799 [ 00
EHEN-EHWER AEER
E.i.1.1b F-RERRCIYBRESAEEMERF O | O (O[O x| x| x| x| x| O|O|O0| 0| x| x| x|O|lO|O|lO|x|{x|{x|x|{x|O|lO|O|O]|x]|x]|x]| &| A a—KXk 1SO_639-2_RA(alpha— 04 01799 | 00
FERD 3)
E.i1.2 HRREN-. E—RERRICKVRESNT- x [ x| x| x| x x [ x| x x [ x| x| x| x x [ x| x| Ao a TXT 250 05 01799 | 00
BlER BESR
E.i.2.1a ElER . BEERKOMedDRA/A—T3Y OO0 |O0|x|[x|[x|[x[x]O|O|O|0| x| x| xO0[O0[O0[O|x|[x|x|x]|x|O0|0|0|0|x|x|[x|A|A ™T 4 TMedDRAN—S3Y JEANT %, 06 01799 [ 00
(FIFTZ2DETHFINIDH,)
E.i.2.1b Bl{EA. HEE% (MedDRAD—F) ©O|lo|o| o X X X X X ©O|lo|o| o X X X ©| 0| ©| © X X X X X ©| 0| ©| © X X X A A NUM 8 07 01799 | 00
E.i.3.1 WEFICI>TEBLIN-EIERFE x| x| x| x| x x | x | x x [ x| x| x| x x| x| x| A| A a—KYRk E2B_CL10 08 01799 | 00
BR
E.i3.1[Ver] [REBICI-TEEELSNEREEARA-FZ [OD| 0| 0| O x| x| x| x| x|Ofloflo|lo| x| x| x|o|lo|lo|lO|x|x|x|x|[x|O]lo|lo|lO|x]|x]|x||a|a T 5 09 01799 | 00
E#& - codeSystemVersion
E.i.3.2 AEFRIEOEEMHOEE (1D EER - 10 01799 [ 00
30
E.i.3.2a FEIZEBRLD © © © © X X X X X © © © © X X X © © © © X X X X X © © © © X X X A A Boolean TRUE NI 1" 01799 | 00
E.i.3.2b EHREENTED ©|lo0o| 0| O] % X X X X | |00 0| % X xlOo|lO0|O©| 0| % X X X X | ©O|lO0|©0| 0| % X X A| A Boolean TRUE NI 12 01799 | 00
E.i.3.2c BEOEOOARXBIARPHENERY, @0 | 0|0 |0 | x| x| x| x| x|[O0]|O0[0|O0|x|x|[x[|0[|0|0|0|x|[x|x|x|x]|O0[0|O0|0]| x|x| x| A]| A Boolean TRUE NI 13 01799 [ 00
WBETHZID
E.i.3.2d KRR FRELGEE -HET2CHEL [0 | © | O | O | x| X[ x [ x [ x O[O |0 |0 | x| x| x[O0|O0[O0[Ox|[x|[x]|x]|x|O|O0|0|0| x|[x|[x|AfA Boolean TRUE NI 14 01799 [ 00
()
E.i.3.2¢e EREBEETED @0 |06 0| % X X X x|lOo|lo0o|o0o| 6| % X xlo|lo|o0o| 6| % X X X x|lo|lo0o|o0o]| 6| % X X Al A Boolean TRUE NI 15 01799 | 00
E.i.3.2f FOMOEFHIZEBLIRE ©| 0| 0| O X X X X X ©| 0| 0| o X X X ©| 0| 0| o X X X X X ©| 0| 0| O X X X A| A Boolean TRUE NI 16 01799 | 00
E.i4 BER  BAEEZROREA A| A| A A X X x X x| A| A| A| A| X X x| A A| A| A| x X x X x| A| A| A| A| X x x || A A Bt (RIEFEE) ceYy ASKUNAS |5+ E4E 51 (AC,AD,DC,DD) LASH & 17 01799 [ 00
KMSK |MSKOFIFAIFEIET 5,
E.i.5 ElIER  HERROKTH A A A|Aa| x| x| x| x| x|Aalalala] x| x| x| a|la|la|la|lx|x|x|[x|[x]a]la]a]la|lx]|x]|x||al|a Bt (RIEHEE) ceYy ASKU,NAS |4+ Bl 45 (ACAD,DC.DD) LIS} (& 18 01799 [ 00
KMSK  |MSKDFIFAIFEELET 5,
E.i.6a ElIER  AEFROFHRMM (%) ojlo|jo|o|x|x|x|x|x|Oofloflo|o|x|x|x|Oo|lOo|Oo|lO|x|x|x|x|[x]Ojlo|lo|O|x]|x]|x||a|a NUM 5 19 01799 [ 00
E.i.6b BlVER  EEBROFGARM (B L) o|lo|loflo|l x| x| x| x| x|Oo|lo|lo|lo|lx|x|x||o|loflo|O|x|x|x|x|x|O|lOo|lOo|lO]x|[x]|x|ala ERJPIN E2B_CL26e HIRAUCUM 20 01799 [ 00
E.i.7 SRERROBRER  AEEROER olo|lo|lo|l x| x| x| x| x]oelo|lo|o| x| x| x[lolo|oelo| x| x| x| x| x|o|lo|olo| x| x| x| a] a RPN E2B_CL11 21 01799 | 00
E.i.7[Ver] ERBRBORER AEERDEIF - Olo|loflo| x| x| x| x| x|olo|]o|lo|x|x|xl|loel]lo|]o|o| x| x| x| x|[x]o|lo|lo|o]| x| x| x| A a TXT 5 22 01799 | 00
codeSystemVersion
E.i.8 EREMRICKIEZMRER A| A| A A X X x X x| A| A| A| A| X X x| A A| A| A| x X x X x| A| A| A| A| X X x || A A Boolean TRUE/FALSE 23 01799 | 00
E.i.9 BER  AEEZNMARELE-ENHR A| A| A A X X X X x| A| A| A| A| X% X x| A| A| A| A| % X X X x| A| A| A| A| X% X x || A A a—KYZXk 1SO_3166— 24 01799 | 00
1(alpha_2)+EU
F.r BEODWICEETIRERVLEDHR - 00 0000~ 9999 |8 FI=H T, 8D
(BEITIHLERYET) KT 44 %r (ER AT
F.r.1 Bt (&&) o|lo|lOofOo|lx|x|x|x|x|O|lOo|O|lO|x|x|x||OoO|jOfOo|O0|x|x|x|x|x|O|OlO|O]|x|[x]|x|afa B (B AEHERE) 9% UNK 01 0000~ 9999 [#EFIZHFTF . 8Hid
W T4k IR ATF
F.r.2 BEE - 02 01799 | 00
F.r.2.1 REL (BATH) o|lo|loflo|l x| x| x| x| x|Oo|lo|lo|lo|lx|x|x||o|lOoflo|O|x|x]|x|x|x|O|lOo|lOo|lO]|x|[x]|x|al|a TXT 250 03 0000~ 9999 |8, FIZHITT, 8D
N T4k (THRAHF
F.r22a B®REZDMedDRA/NN—T 3 O|lo|o|0O] x| x| x| xx|x|OflOololO|x|x|xO|lO|O0|0]| x| x| x| x| x|OlOlO[Ofx|x|x| &a]|a TXT 4 MedDRA/N—av 2 A NS 5, 04 0000~| 9999 |8 FI=H+T . 8HTD
(FIATERDRIEFINIDH,) N T 44r%r (THRATHT
F.r2.2b % &4 (MedDRAT—F) olojlo|lol x| x| x| x|x|jOo|lOoflo|lOo|x|x|x|o|lo|lo|Oo|x|x|x]|x|x|O|lOo|lOo|lOfx] x| x| a]a NUM 8 05 0000~ 9999 |#],FI=H T, 8#i D
N4k %r (THRATT
F.r3 RERR - 06 01799 [ 00
F.r3.1 RELERQ—K) o|of|(o| O X X X X X olo|lo| O X X X olo|lo| O X X X X X o|lof|lo]| o X X x A | A I—KJR+ E2B_CL12 07 0000~| 9999 [ FIZHI+T . 8t D
W T4k (R AT
F.r.3.1[Ver] |®REHER(Q—F)- codeSystemVersion ojlo|jo|lolx| x| x| x|x|jOo|lOoflo|O|x|x|x|Oo|lo|lo|Oo|x|x|[x]|x|x|O|lO|lOo|Ofx]| x| x| a]a TXT 5 08 0000~ 9999 [#EFIZHTTF . 8Hid
W T4k (R AT
F.r.3.2 BRERER(E/REF) ojlo|jo|o|lx|x|x|x|x|Oofloflo|lo|x|x|x|Oo|lo|Oo|lO|x|x|x|x|[x]Ojlo|o|O|x]|x]|x||a|a NUM 50 NINF PINF | BB F [EXMLO FEsk I = =k > T 09 0000~ 9999 |BLFI=H T, 8D
g%, W T4k (R ATF
F.r3.3 BRERER (B o|lo|lOofOo|lx|x|x| x| x|O|lOo|O|lO|x|x|x|O|jOfOo|O0|x|x|x|x|x|O|O(O|O]|x|[x]|x|afa TXT 50 ERUCUMDH R TRBT L, 10 0000~| 9999 |3} FI=H 19, 8HiMD
(BHB0ID:2.16.840.1.113883.6.8) T akT%r (AR
F.r.3.4 REGRCEIZEEELT—2@EBE O | O | O |O| x| x| x| x| x|[OlOojo|Oo| x| x| xOo|lo|lo|lolx|x]x|x|x|Oo|lo|Oo|O|x|x|x]|a]a T 2000 11 0000~ | 9999 |8, FIZHHF . 8#i D
) PR akTEr SRS




ERES T EHRET —S1EE

Al #K2

RENE - RETHRSE WMENE - TTHRE BT HEmE ACKI—R(L8#)
F— % N 7 N o =
T (ﬁsI)EE %3 (R3) R BER R BER . ANEICETBER ARER #EiE NullFlavor e e IR &S
| A ACKH i
AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG # ¥
F.r4 FE&HHE EE A| A A| A| X X X X X A| A A A| X X X A| A A| A| X X X X X A| A A A| X X X A| A NUM 50 12 0000~| 9999 8] FIZH 1+ . 8trd
W T4k IR AT
F.rA[Unit] |E®EE {ESEEL) A|A|AlAa| x| x| x| x| x|Aa|lA]|AaAlAa]l x| x|[x||A]AaA|lAa]|Aa]x|[x]|x]|x|[x|A]AaA|lAaA]|AaA]x|[x]|x|al|]a T 50 UnitB1EIEHRELACEL RLY, HL 13 0000~ 9999 | FI=H 1+, 81D
EETHHE (L. Fr33LRLERE W T4k IR ATF
ANT 5, .
F.r5 EEEE SE A| A| A| A| X X X X x| A| A| A| A| X X x| A| A| A| A| x X X X x| A| A| A| A| X X x || A A NUM 50 14 0000~| 9999 |BFIZH T, 8#iD
W T affrger IR AT
F.r.5[Unit] EEHE SEET) Al A A|lAal x| x| x| x| x| A|lAaA|lAa]Aa]x|x|[x]|A|AaA|AaA]Aa]x]|x|[x]|x]|x|a]|A|AaA|a]x]x]| x| a]a TXT 50 UnitBHEFIEELCEH R, HL 15 0000~ 9999 [EFIZHTTF . 8Hid
EETHHE (L. Fr33LmLELE W T4k IR AT
ANT 5, .
F.r.6 % A | A A ]| A | X X X X X A| A A A| X X X A| A A A| X X X X X A | A A ]| A | X X X A A TXT 2000 16 0000~| 9999 |#FI=H+7, 8HiD
W T4k (R ATF
F.r7 Z DD 1ER A| A|A|A| x| x| x| x| x|A|lA|A|A|x|x]|x||A|]A|A|A| x| x| x| x| x| A|A|A|]A| x| x| x| & A Boolean TRUE/FALSE 17 0000~| 9999 [ FIZHITT . 8Hid
W T4k IR ATF
G EXESR - 00 00 | 00
G.k EEMAFR(DEITHLEYIET) - 01 01799 [ 00
G.k[GID] EER [EXRFHRSBAID] CRECRECREEREC) ©| 06| 0o CREC RN R O|lo|of A a uuID 40 |ENTL=—IREZANT . 02 01799 | 00
G.k.1 EERKEEOERIT X X X X X X X X X X X X X X X x (O] 0O [[HX'F?E%B#U)#%EE$IE] a—KRk E2BCL13 03 01799 [ 00
4525 53 HAA~AD, DA~DD
DIHE I, MTRERITED
TH GkIATFEITI ARE
ShTUL%, BHEESRJ24k
ISABDBHDELED) A, FZE1
HFEHbh TSI E,
G.kA[Ver] |EXRESOREMFT - x | x| x [ x| x x | x| x x | x| x| x| x x| x| x|[O]| 0O TXT 5 04 01799 | 00
codeSystemVersion
G.k1[GID] |EXRESOMEMNT [EXRFHRSER x | x| x| x| x x | x | x x | x| x| x| x x| x| x| a| a uuD 40 HENTL=—IRMEZANT 5, 05 01799 | 00 |XXMLO#ERLLIER
ID] FESEIMETELG
ENHBDTER,
G.k.2.1 EXSZOBRHHNF HHOBEFHNT - 06 01799 | 00
Gk211a |MPID/AA—Cav At/ &S x| x| OO x| x| x| x|x|x|[x|[OlO|x|x]|x|x]|x|O|0]|x]x]|x]|x]|x|x|[x|[Of[Of|x|x]|x| a]|a TXT 250 IDMPOIEHAREDETOEE 07 01799 | 00
G.k2.1.1b |EELKM&KHIF(MPID) x [ x| O|Of x| x| x| x|[x] x| x|[O|O|x|x|[x}x]|x|[O|O]|x|x|[x]x]|x|[x]|x|O|Of[x] x| x| a]a TXT 250 IDMPO {45 A R FDETOYE 08 01799 | 00
G.kz21.2a |PhPID/A—C3vBft/ES x| x| OO x| x| x| x|x|x|[x|[OlO|x|x]|x|x]|x|O|0]|x]x]|x]|x]|x|x|[x|[OfOf|x|x]|x| a]|a TXT 250 IDMPOIEHAREDETDEE 09 01799 | 00
G.k.2.1.2b  |BEIAIF (PhPID) x [ x| O|Ofx | x| x| x|[x] x| x|[O|O|x|x|[x}x]|x|[O|O]|x|x|[x]x]|x|[x]|x|O|Of[x]x]| x| a]a TXT 250 IDMPO {45 AVRFDETOYE 10 01799 | 00
G.k.2 EEADHF - 11 01799 [ 00
G.k.2.2 FE-RERRICEVRESN-EERE ©olo|lo|o|l0o|O0|O0|O0O|O|O0O|O0O|O0O|O0O|O0O|O0O|0O0|O0|0|O0(0|0|0(0|0|0|[0|0|0(0|0|O0|OC|| A]| A ™XT 250 12 01799 | 00
G.k.2.3.r RS/ HERD DHNFLEER (BEICSH - 13 01799 | 01799 |#=k, F=r €K7,
C#YIRY)
G.k23r1 |[Bi7/ BERDE o|o|o|lo|o|o|lo|o|o|lo|o|o|lo|o|o|lo|\o|jo|lo|o|o|lo|o|o|lo|lo|jo|lo|lo|jof(Oo|Olala TXT 250 14 01799 | 01799 |Ei=k, F=r &% 7,
Gk23r2a |BY/ HBERSOIDA—av AR BEE || x X ol o X X X X X X X ol O X X X X X ol O X X X X X X X ol O X X X A| A TXT 250 IDMPOEHARELEFTHOEE 15 01799 | 01799 |&i=k, F=r & T,
G.k2.3.r2b |5/ HEESDID x| x|OolOol x| x| x| x| x| x| xlololx|x|xIx|x|oOolol x| x| x| x| x| x| x|ololx|x|x/| a| a TXT 250 IDMPOEHEANREDETOEE 16 01799 | 01799 |B=k, F=r % 7.
Gk23r3a [BEH) O|lo|o|O0O] x| x| x| xx|x|OlOolOolO|x|x|xO|lO|O0|0]| x| x| x| x|x|OlOlOlOfx|x|x| &a]|a NUM 10 17 01799 | 01799 &=k, F=r €K7
G.k.2.3.r.3b |&&E (BAD) olo|lo|lolf x X X X x | O|lo|lo|lol x X x| Olo|lo|lol x X X X x | O|lo|lo|lol x X x || A A a—KYXbk E2B_CL25 HIRR{FUCUM 18 01799 | 01799 |&=k, F=r £&K 7.
G.k2.4 EEGEAFLE-EOHR A| A| A A X X X X x| A| A| A| A| X% X x| A| A| A| A| % X X X x| A| A| A| A| X% X x || A A a—KYZXk 1SO_3166— 19 01799 | 00
1(alpha_2)+EU
G.k.2.5 AREOERIKR A|A|AlAa]| x| x| x| x| x|a|lAa]ala]lx]|x|[x||aA]a|la|a]x|x]|x]|x|[x]|A]a|la|a]x|[x]|x|al|]a Boolean TRUE 20 01799 | 00
G.k.3 EEMOEDORFERVER HHF - 21 01799 [ 00
=
G k.3.1 AR/ HEES AlaA|ala|alajafa|aja|aja|aja|lajaflajajajalajafajajajaja|laja|aja|afala T 35 22 01799 [ 00
G.k.3.2 B HEE o|lo|o|lo|lo|o|lo|lo|o|lo|lo|o|lo|lo|lo|lo|lo|jloflo|lo|o|lo|lo|oflo|lo|joflo|lo|jofo|lOllala a—KyRk 1SO_3166- 23 01799 | 00
1(alpha_2)+EU
G.k.3.3 ARAORGE BEEOELH A| A A|A|A|A|A|A|A|A[A[A[A|A A |a|a|Aa|a|a|a|alala|ajajajajajaja|a|ala T 60 24 01799 | 00
G.k4.r B5ERUBERR(BEICHLEYIRT) - 25 01799 | 01799 |#=k, F=r €K7,
Gkdrla [BEE&HD o|lo|lOofOo|lx|x|x|x|x|O|lOo|O|lO|x|x|x||O|jOfOo|O0|x|x|x|x|x|O|O(O|O]|x|[x]|x|afa NUM 8 26 01799 | 01799 |#i=k, F=r £R T,
G.k4rib |HREE(EHD) olojlo|lol x| x| x| x|x|Oo|lOoflo|lOo|x|x|[x|o|lo|lo|lOo|x|x|[x]|x|x|O|lOo|lOo|lOfx] x| x| a]a a—KyRk E2B_CL25 #IFRfFUCUMa—F : {DF} 27 01799 | 01799 (#l=k, F=r #&KT
G.k.4.r2 %5 RER 0 B3 o|lo|lOofOo|lx|x|x|x|x|O|lOo|O|lO|x|x|x||O|jOfOo|O0|x|x|x|x|x|O|O(O|O]|x|[x]|x|afa NUM 4 28 01799 [ 01799 [#=k, F=r &R T,




ERES T EHRET —S1EE

Al #K2

WEDE - RETHRS WMENE - TTHRE BT HEmE ACKI—R(L8#)
= % N % N hos =
T (ﬁsI)EE %3 (R3) iR SRER MR SRER ANEICETBER ANIEHI HEE NullFlavor WE HE B &S
oA ACK## 258
AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG AB | AC | AD | AE  AF | AG | BC BD DA DB DC DD | DE | DF DG # 7
G.k4.r3 BERROES o|of|(o| O X X X X X olo|lol o X X X olo|lol o X X X X X olol|lo]| o X X x A | A d—RYRk E2B_CL26¢c HIFR{FUCUMa—FR: {cyclical}, 29 01799 | 01799 |#=k, F=r #&KT .
{asnecessary}, {total}
G.k4r4d EESOB5EAE A| A| A A x| x| x| x| x|A|lA|A|A|x|x]|x||A|]A|A|A]| x| x| x| x| x| A|A|A|]A|]x|[x]| x| & A Bt (RIEFREE) ceYy ASKUNAS |5} E4E 5 (ACAD,DC,DD) LASH & 30 01799 [ 01799 |F=k, F=r & 7.
KMSK  |MSKDFIFAIFEELET 5,
G.k4.r5 EXGZOKSHKTH Al Al A|lAal x| x| x| x| x| A|lAaA|lAa]Aa]x|x|[x]|A|Aa|Aa]Aa]x]|x|[x]|x]|x|a]AaA|Aa|a]lx]x]| x| a]a B (BAEHERE) [S9%% ASKU,NAS |4} ElfiE 5 (AC,AD,DC,DD) EA4 [ 31 01799 | 01799 |&l=k, F=r #&K T,
KMSK |MSKOFIFAIFEIET 5,
G.k.4.r6a EERRSHM () o|lo|o|O0O] x| x| x| xx|x|OflOolOolO|x|x|xO|lO|O0|0]| x| x| x| x| x|OlOlOlOfx|x|x| &a]|a NUM 5 32 01799 | 01799 |#l=k, F=r €K7
G.k.4.r.6b EE LSS HAR (B ) o|of|(o| O X X X X X ool o X X X olo|lo| O X X X X X o|ofo X X x A| A d—RYRk E2B_CL26e HlR{FUCUMa—F 33 01799 | 01799 |#=k, F=r &7,
G.k4r7 NyF/OYES O|A| A A x X X X x| ©O| A| A| A| X% X x(O| A| A| A | x X X X x| O| A| A| A| % X x || A A TXT 35 34 01799 | 01799 |#=k, F=r #&KT .
Gk4rs BEEFRT M IHFR A| A| A A X X X X X A| A A X X X A| A| A A X X X X X Al A| A X X X A| A TXT 2000 35 01799 | 01799 |#=k F=r ZXRT.
G.k.4.r.9 EREMFIR - 36 01799 | 01799 |#=k, F=r KT,
G.k.4.r.9.1 EESFIR (BHEH) A| A| A| A| X X x X x| A| A| A| A X X x| A| A| A| A| x X x X x| A| A| A| A| X X x || A A TXT 60 UNK,ASKU 37 01799 | 01799 |&=k, F=r %K.
NASK
Gkd4r92a |[EEZFFOIDNA—ar B/ BE x| x| OO x| x| x| x|x|[x|[x|[OlO|x|x]|x|x]|x|O|0]|x]x]|x]|x]|x|x|[x|[OflOf|x|x]|x| a]|a TXT 250 IDMPOIEHAREDETDEE 38 01799 [ 01799 |F=k, F=r & 7.
G.k4.r92b (EEHZFIFZNID X X ol O X X X X X X X ol O X X X X X ol O X X X X X X X ol O X X X A| A TXT 250 IDMPDEHRAREDETDEE 39 01799 | 01799 |&i=k, F=r %7,
Gk4r10 |BERE - 40 01799 | 01799 |#i=k F=r KT,
G.k4.r10.1 |5 (BHEH) Al Al A|lAal x| x| x| x| x| A|lAa|lAa]Aa]x|x|[x]|A|Aa|Aa]Aa]x]|x|[x]|x]|x|a]A|AaA|Aa]lx]x]| x| a]a TXT 60 UNK,ASKU M 01799 | 01799 &=k, F=r &R T,
NASK
G.k4.r.10.2a [BEZBOIDN—Cav B/ BES O|lo|o|0O] x| x| x| xx|x|OflOololO|x|x|xO|lO|O0|0]| x| x| x| x| x|OlOlO[Ofx|x|x| &a]|a TXT 5 ;;Mpill}ﬁﬂﬁ&(:@éi’ﬁﬂ)giﬁ 42 01799 [ 01799 |#=k, F=r &K T .
(E2B CL14AD/N—Cav % #iT )
G.k.4.r.10.2b [#&5#EDID o|lo|lolo|l x| x| x| x| x|olo|lolo|lx|x|x||o|lolo|lo|x|x|x|x|x|oOo|lolo|lo]|x|x]|x|ala EENJPIN E2B CL14 ;;MP#IJFEE]SE(:E%SE'C‘@QE& 43 01799 | 01799 |#=k, F=r £% 7.
G.k4.r.11 BAOBRESEE B -—F HREREDS - 44 01799 | 01799 |#=k, F=r KT,
‘)
G.k4r111 [BAOEBESER(BHLH) A|A|AlAa]| x| x| x| x| x|a|lAa]ala]lx]|x|[x||aA]a|la|a]x|x]|x]|x|[x]|A]ala|a]x|[x]|x|al|]a T 60 UNK,ASKU 45 01799 | 01799 |B=k F=r £X 7.
NASK
Gk4ril2a |B~OBEEBODNN—avBER /B0 O0| OO x| x| x| x| x|O|lo|jOo|lo|x|x|x|o|loflo|lo|lx|x|x|x|[x|Oojlo|lo|O|x]|x|x|a|a T 5 ;;Mpiumilﬁm:t;éifogﬁft 46 01799 [ 01799 [#=k, F=r 2% T,
(E2B CL14AD/N—Ca % #iT )
G.k.4.r.11.2b [RADESFEEDID o|lo|lOofOo|lx|x|x| x| x|O|lOo|O|lO|x|x|x||OoO|jOfOo|O0|x|x|x|x|x|O|O(O|O]|x|[x]|x]|afa a—KYZRk E2B.CL14 ;;MP*HFHWEE(:’;:&&'W)EE& 47 01799 | 01799 |&l=k, F=r #K T,
G.k.5a EER FESRRBREcoREAREE| D | O | O | O | x| x| x| x [ x|O|O|lOo|lO| x| x| x|Ooflo|lo|O|lx|x|x|x|x|Oflo|lo|Ofx]|x]| x| a]a NUM 10 48 01799 [ 00
(B
G.k.5b BEEA AESRRBFFCORBHREEE| 0 | OO0 | O | x [ x| x| x [ x|O|O|(O|O|x|x|x|O|lOo|lOo|O|x|x|x|x|x|OfO|lO|Ofx]|x]| x| a]a a—RyRk E2B_CL25 #IRfUCUMa—K: [DF} 49 01799 [ 00
(BifT)
G.k.6a R 5 B OD S AR A P (380 olojlo|lol x| x| x| x|x|jOo|lOoflo|lOo|x|x|x|o|lo|lo|Oo|x|x|x]|x|x|O|lOo|lOo|lOfx] x| x| a]a NUM 3 50 01799 | 00
G.k.6b B FR B OD S SR AR (BEASD) ololo|lol x| x| x| x| x|olololo| x| x| x|olo|lo|lo|x|x|x|x|x|ojlololo|x]|x]|x||a|a EENJPIN E2B_CL26g HIBR{FUCUMa—F : {trimester} 51 01799 | 00
G.k.7.r EXEMAEAERWEISSLRYERT) - 52 01799 [ 01799 [#=k, F=r 2% T,
G.k.7.r.1 F-RERRICEVRESN-EREH A|A|AlAa]| x| x| x| x| x|a|lAa]ala]lx]|x|[x||aA]a|la|a]x|[x]|x]|x|[x]|AaA]ala|a]x|[x]|x|al|a T 250 UNK,ASKU 53 01799 | 01799 |#=k F=r £X 7.
NASK
G.k.7.r.2a EREHDOMedDRA/N— 3 O|lo|o|O0] x| x| x| xx|x|OflOolOolO|x|x|xO|lO|O0|0]| x| x| x| x| x|OlOlOlOfx|x|x| &a]|a TXT 4 TMedDRA/N—Yay 12 ANT 5, 54 01799 | 01799 [#=k, F=r #&KT
(FIFTZ2DETHFINIDFH,)
G.k.7.r.2b { FAEEH (MedDRATI—F) Oojo|jo|Ofx| x| x| x|[x|O|Of(O|O0O|x|x|[x|Oo|OfO|O|x|x|[x]|x|x|[O|O|O|Ofx] x| x| a]aA NUM 8 55 01799 | 01799 [Hl=k, F=r &K T,
G.k.8 EEMITHLTRON-NE ojlo|jo|lo|lx|x|x|x|x|Ooflolo|lo|x|x|x|o|lo|lo|lOo|lx|x|x|x]x]Olo|lo|lO]|x]|x]|x]| al|aAl|BHEERU24kIZAHIDS ERJPIN E2B.CL15 56 01799 [ 00
23L0)DIHFE. T THRERE
WEOLET B,
G.k.8[Ver] EERITHLTERLONAI-LE - olo|jo|Oolf x X X X x (O|O|O|0O] x X x(O|oOo|Oo|0Oo] x X X x x (O|l OOl 0] x X x || A A TXT 5 57 01799 | 00
codeSystemVersion
G.k.9 EXERLBEER/AERZROINVIR - 58 01799 | 00
Gk9.i3.1 |EEROZSHIENSEMER " HFERRHK - 59 01799 | 01799 |#=k, F=i €K7
WETORRER (BEISIECRYIRY)
GkO.i3IED|HEETIEMER AL EHEA-F || 0|0 | O0|(O| x| x| x| x| x|[O|O0|O|O|x|x|xfO|lOflOo|O0|x|x]|x]|x|[x|O|O|(O|O]|x|x]|x]|afa uuD 40 WENTL=—VMEEANT B, 60 01799 | 01799 |#=k, F=i KT
EERSEMAID] XXMLOWE R LB
BB IS TELGMG
ENHENTEE.
Gk9.i31a |[EEROBXSHFEMIEER-AEF&%|( 0| 0| 0| 0| x| x| x| x| x|Ofoflo|lo| x| x| x|o|lo|lo|lo|x|x|x|x|[x|O]lo|lo|lOo|x]|x]|x||a|a NUM 5 61 01799 | 01799 |#=k, F=i £X T
BFETORE AR (80
Gk9.i3.1b |[EXEROEEMEICEER-AEEZHE| O |0 | OO x| x| x| x| x|(O|O0|O|O| x| x|xfOo|lOflOo|O0|x|x]|x]|x|[x|O|OlO|O]|x|x]|x|afa a—KUYRk E2B_CL26e HIRFUCUM 62 01799 [ 01799 |F=k, F=i &7
BETOR MR (R
Gk9.i32 |EEROREEENSEIER " HFERRHK - 63 01799 | 01799 |#=k, F=i £K T
RETORRER (BEISIECRYIRY)
GkO.i32ED|(HEETIEMER  AEEHEHEA-F || 0|0 |O0|O| x| x| x| x| x|[O|O|O|O|x|x|xfO|lOflOo|O0|x|x]|x]|x|[x|O|OlO|O]|x|x]|x|afa uuD 40 WENTL=—VRMEEANT B, 64 01799 | 01799 |#=k, F=i KT
EERSEMAID] XXMLOWE R LB
ES IS TELGG
ENHENTEE.
Gk9.i32a |[EEROERRFEEMEMER -AEF&%|( 0| 0| 0| 0| x| x| x| x| x|Ofoflo|lo| x| x| x|o|lo|lo|lo|x|x|x|x|[x|O]lo|lo|Oo|x]|x]|x||a|a NUM 5 65 01799 | 01799 |#=k, F=i €K7
R FETORE AR (80
Gkoi32b |[EEROREEEISEMER-AEEZHE| O |0 | O (O x| x| x| x| x|(O|O|O|O|x|x|xfO|lOflOo|O0|x|x]|x]|x|[x|O|OlO|O]|x|x]|x]|afa a—KYRk E2B_CL26e HIRFUCUM 66 01799 [ 01799 |F=k, F=i #&T
BETOR MR (R




ERES T EHRET —S1EE

Al #K2

WEDE - RETHRS WMENE - TTHRE BT R fERE ACKI—R(L8#7)
=__ P N % BN E) =
T (ﬁsI)EE %3 (R3) R BER R BER ANEICETBER ARER #EiE NullFlavor e e IR &S
W A ACK# R 587
AB | AC | AD | AE | AF | AG | BC | BD | DA DB | DC | DD | DE | DF | DG AB | AC | AD | AE | AF | AG | BC | BD | DA DB | DC | DD | DE | DF | DG # 7
G.k.9.i.4 BRETRMEREERL:N? o|lo|lolo|l x| x| x| x| x|Oo|lOo|lOo|lo|lx]|x|x||Oojlo|lo|Oo|x|x|x]|x|x|O|lOolo|lO]|x|x]|x]|ala a—RyYRk E2B CL16 67 01799 [ 01799 [#=k, F=i #RT
G.k.9.i4[Ver] |BR5TEIERIEBERLEMN? - o|lo|loflo|l x| x| x| x| x|Oo|lo|lo|lo|lx|x|x||o|lOoflo|O|x|x]|x|x|x|O|lOoflOo|lO]|x|[x]|x|ala TXT 5 68 01799 | 01799 |#=k, F=i £K T
codeSystemVersion
GkOI4EID] [HERETZEIER EEEZREIER B | A | A | A A | x| x| x| x| x| A|Aa]|A|AaA] x| x| x||a]|a[la]a| x| x| x| x|[x|a]AaA|la]Aa|x]|x|x]|a]a uuD 40 HENTL=—IRMEZANT 5, 69 01799 | 01799 |#=k, F=i KT
EFERSEAD] XXMLO#AL LIER
EEIMGTEENEG
ENHENTEE.
G.k.10.r EESICET EOMmoBEREO— | Ol o | o | O x| x| x| x| x|Oflo|loOo|Ofl x| x| x|{o|lo|o|loOo| x| x|x|x|x|O|lOo|OoflO]|x]|x|[x| a]a EENIPIN E2BCL17 70 01799 | 01799 |#=k, F=r £X 7,
EITHLBRYET)
Gk10.rVer] [EERICET ZFOMOERO—F )W O | 0| 0| O x| x| x| x| x|Ofloflo|lo| x| x| x|o|lo|lo|O|x|x|x|x|[x|O]lo|lo|O|x]|x]|x||a|a T 5 7 01799 | 01799 |#=k, F=r KT,
BT LZYET) codeSystemVersion
G.k.11 EERICETSZ0MOER(BBAEH) A A A|a|a|lala|lx|x|alalala] x| x| x| a|la|la|la|lalalalx|[x]a]ja]jala|lx]|x]|x||al|a T 2000 72 01799 [ 00
G.k.9.i EXERELREMER AERROINVIR - 73 01799 | 01799 |#=k, F=i £X T
(BEITGLBRYIERY)
G.k.9.i.1 i ROBER HEER -r-f{-!1r-1r-rtr-1tr-t+r-tr-1r-1tr-ftr-1r-tr-tr-1r-4t-ftr-1r-t+r-tr-1r-1r-ftr-1r-1r-t-1r-1-t-1-1-1-1- N/A 1—HHRANTEZEETIEIAL, 74 01799 | 01799 |#=k, F=i €K7
f=. Xpath B FAHEIN TLVELV =8,
FrvIRENET S,
Gk9.i2r |EERLEER"HERFROERMBR @D - 75 01799 | 01799 |#=k, F=i £K T . r [&
B LY RS ACKO—RTlE R4
A%
G.k9.i2MED|FHERKNEES EER  A=5%s8B| 0 | 0| A | A | x| x| x| x| x| OOl ala] x| x| x|O|O0|a|la|lx|x|[x|[x|[x|O]O]a]la|x]|x]|x|a|a uuD 40 BERNTL=—VLEEANT S, 76 01799 [ 01799 [#=k, F=i #&RT.r (&
e ACKO—RTlE R4
A%
MXMLO#ERL LIER
BS MG TELRNEG
ALHEIDNTEER.
G.k.9.i2.rGID] | RDENER, EEEL (EESER| O | O Ao | A | x x X X x [ O|O| A A] % X x(O|O| A A] % X x X x ([O|O| A A] % X x || A A uuID 40 WENTLI=—IEEAHT S, 77 01799 | 01799 |#R=k, F=i #&K T .r [
SHAID] ACKI—R Tld&E
A%
XML R L IER
EBEIMGTELNE
ENHENTEE.
G.k9.i2r1 |FHEDERIE O|lO0| aAla| x| x| x| x| x|[O|O0O|ala|x|x|[x|O]|O|a|Aa]|x|x]|x]|x|[x|O|O|a|Aa]x|[x]|x|ala T 60 78 01799 [ 01799 [#=k, F=i #&R T .r &
ACKO—RTlE R4
A%
G.k.9.i2r2 |FHfiAE Olo|Aa|lal x| x| x| x| x| O|O|a]a|x|x|[x|O|O|a]a]lx|x|[x]|x|x|O|O|a|a|x]| x| x| a]a TXT 60 79 01799 | 01799 [#l=k, F=i KT .r [T
ACKO—RTlE &%
A%
G.k.9.i.2r3 |FHfifER Olo|Aa|lal x| x| x| x| x| O|O|a]a|x|x|[x|O|O|a]a]lx|x|[x]|x]|x|O|O|a|a|x]| x| x| a]a TXT 60 80 01799 | 01799 [#l=k, F=i KT .r [T
ACKO—RTlE R4
A%
H FEGIEE R U Z DD 1EEHRD 5Lt - 00 00 | oo
H.1 BHREB.AREBE.GRRUZTOMOE | A | A | A | A|O0O|O0O|O0O|0|O0O|A|[A|Aa|Aa|O0|O0O|OCO||O0O|O0O|O|0O|O|0O|0O|0|0O|0|0|0|0O|O|OC|O| A[ A T 100000 FARE SRS HRA' 0B DIHE (20D o1 00 | 00
EEHREEOER O RRIFR HhOBIERICEEAHDHLER
BLBEAN S HIBT LI 3H A EBR<, ) X
FNEEEXOBEAICIDEE
HndLODIBEICRS. )
H.2 REENDER A | A A |A|X| x| X|X|X|AlA[lA|A]X]| x| xX][]O|O|O|O0|Xx|[x|[x|[x|[x|]O|O|O|O| x| Xx|XxX|| A|AaA TXT 20000 fHilE (FREHRA0B DIBA (TZ0) 02 00 | oo
thOBIERICRBAH D LR
BLZBEEN IR L 3B A%< ) R
FNEEEKOBMEAICKDERE
HhdLDDHEEIZRS, )
H.3.r REEFICLDEWE WEITISLEYIRT) - 03 01799 | 00
H.3.r.1a REEFCLIEHE ERBERVCXFEI| O | OO0 | O x| x| x| x| x|O|O|lOo|lO| x| x| x|Ooflo|lo|O|lx|x|x|x|x|Oflo|lo|Ofx]|x]| x| a]a T 4 TMedDRAN—3Y 1ZANT 5. 04 01799 [ 00
ER/ BAEBROESENOMedDRA/ N — FIATELDRIBFINIDH,)
o3y
H.3.r.1b REHICKIEHE ERBRVCXEEI| O | OO | O] x [ x| x| x| x x | x| x x | x| x [ x| x x| x| x| a]| A NUM 8 05 01799 | 00
e/ AEERNDES$E (MedDRAD—F)
H.4 EEENDER A | A | A|A|A|A|A|A|A|O|lO|lOD|OD|OD|OD|O|O|O|O|O|O|O|O|O|O|O|0O|0|O0|O0|OC|O|| A|aA T 20000 FARE SRS HRA' 0B DIHE (20D 06 00 | 00
HhOBIEMAICEENHDHLER
BLUBEAN S HIBT LI 3H A EBR< ) X
FNEEEKOBMEAICEDEE
HndLODIBEICRS. )
H.5.r BEZECREHINEABERVREED - 07 01799 [ 00
ERWEITELKRYERT)
H.5.r.1a EFBERVREENBRICEIAERE| O | O | O | O | x| x| x| x| x|[Olojo|Oo| x| x| xo|lo|lololx|x]|x]|x|x|Oo|lo|Oo|O|x|x]|x]|a]a T 100000 08 01799 [ 00
E:id
H.5.r.1b EFIMERVREEDERDEHEE o|lo|loflo|l x| x| x| x| x|Oo|lo|lo|lo|lx|x|x||o|loflo|O|x|x]|x|x|[x|O|lOoflOo|lO]x|[x]|x|ala EETNIPIN 1SO_639-2_RA(alpha- 09 01799 [ 00
3)

9/9




XML A 2% A ([HBIERIZE MRS )

<{?xml version="1.0" encoding="UTF-8"7>

B 3

<MCCI_IN200100UVO1 ITSVersion="XML_1.0” xsi:schemaLocation="urn:hl7-org:v3 MCCI_IN200100UVOl. xsd” xmlns="urn:hl7-org:v3”

xmlns:xsi="http://www. w3. org/2001/XMLSchema—instance”>
{id extension="N.1.2” root="2.16.840.1.113883.3.989.2.1.3.22"/>
<{!-= N.1.2: Batch Number —>
{creationTime value="20101214151617"/>
(== N.1.5: Date of Batch Transmission —>
<{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"/>

<I-— N.1.1: Type of Messages in Batch —>
<{l—— Message #1 —>
<PORR_IN049016UV>
<id extension="N.2.r1.1” root="2.16.840.1.113883.3.989.2.1.3.1"7/>
{I=—= N.2.r.1: Message Identifier —>
{creationTime value="20101214151617"/>
<!-— N.2.r.4: Date of Message Creation ——>
<interactionld extension="PORR_IN049016UV” root="2.16.840.1.113883.1.6"/>
{processingCode code="P”/>
{processingModeCode code="T"/>
<acceptAckCode code="AL"/>
{receiver 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" />
{I-= N.2.r.3: Message Receiver Identifier —>
{/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”7/>
{l== N.2.r.2: Message Sender Identifier —>
{/device>
{/sender>
{controlActProcess classCode="CACT” moodCode="EVN">
<{code code="PORR_TE049016UV” codeSystem="2.16.840. 1. 113883. 1. 18"/>
<{!-== HL7 Trigger Event ID —>
(effectiveTime value="20101214151617"/>
{!-= C.1.2: Date of Creation ——>
{subject typeCode="SUBJ”>
{investigationEvent classCode="INVSTG” moodCode="EVN">
<id extension="C.1.1” root="2.16.840. 1. 113883.3.989.2.1.3.17/>
<I== C.1.1: Sender’s (case) Safety Report Unique Identifier ——>
{id extension="C.1.8.1” root="2.16.840.1.113883.3.989.2.1.3.2"/>
<!-— C.1.8.1: Worldwide Unique Case Identification Number ——>
<id extension="J2.1b” root="2.16.840.1.113883.3.989.5.1.3.2.3.17/>
- @eeJ2. 1b: WAHES (FH) —>
{code code="PAT_ADV_EVNT” codeSystem="2. 16.840. 1. 113883.5.4"/>
<{textOH. 1</text>

{!--= H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant

Information ——>
{statusCode code="active”/>
- 000J2.7.1 52T, RFETKS —>
{effectiveTime>
{low value="20090101"/>
<{!-= C.1.4: Date Report Was First Received from Source ——>
{/effectiveTime>
<availabilityTime value="20090101"/>
{!-= C.1.5: Date of Most Recent Information for This Report ——>
{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. 1. 1</title>
{!-=C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) #1 —>
{text mediaType="application/pdf” representation="B64”>C.1.6. 1.r.2<{/text>
(== C.1.6.1.1.2: Included Documents #1 —>
</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>
<l-— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #2 ——>
<(text mediaType="image/jpeg” representation="B64” compression="DF">C.1.6. 1.r.2</text>
(== C.1.6.1.1.2: Included Documents #2 —>
{/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="1iteratureReference”/>
<title>J2.17. r</title>
<I-- @0@J2.17. v RER WIIEDHME #1 —>
<{text mediaType="application/pdf” representation="B64”>C. 4. r.2</text>
{1-= C.4.71.2: Included Documents #1 ——>
<bibliographicDesignationText>C. 4. r. 1<{/bibliographicDesignationText>
(== C.4.r.1: Literature Reference(s) #1 —>
{participation typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="J2.15.1r” codeSystem="1.0.3166.1.2.27/>
<(I-- @0@J2. 15. r AFK[E #1 —>
{/location>
{/asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
{/participation>
<{/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="1iteratureReference”/>
{title>J2.17. r</title>
<I-- @0@J2.17. v RERWIEDHME #2 —>
<{text mediaType="application/pdf” representation="B64”>C. 4. r.2</text>
(1= C.4.71.2: Included Documents #2 ——>
<bibliographicDesignationText>C. 4. r. 1<{/bibliographicDesignationText>
(== C.4.r.1: Literature Reference(s) #2 —>
{participation typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
<{code code="J2.15.1r” codeSystem="1.0. 3166.1.2.27/>
(I-- @0@J2. 15. r AFK[E #2 —>
<{/location>
{/asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
{/participation>
<{/document>
{/reference>
{component typeCode="COMP”>
{adverseEventAssessment classCode="INVSTG” moodCode="EVN">
{subjectl typeCode="SBJ”>
<{primaryRole classCode="INVSBJ”>



<{playerl classCode="PSN” determinerCode="INSTANCE”>
<{name>D. 1</name>
{l-=D.1: Patient (name or initials) —>
<(administrativeGenderCode code="D.5” codeSystem="1.0.5218"/>
{d=—=D.5 Sex —>
<birthTime value="20090101"/>
<!-=D.2.1: Date of Birth —>
{deceasedTime value="20090101"/>
<{I-=D.9.1: Date of Death —>
<asldentifiedEntity classCode="1DENT”>
<id extension="D.1.1.1” root="2.16.840.1.113883.3.989.2.1.3.7"/>
{!-=D.1.1.1: Patient Medical Record Number(s) and Source(s) of the Record Number (GP Medical
Record Number) ——>
<{code code="1" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.4” codeSystemVersion="1.0"
displayName="GP”/>
{/asldentifiedEntity>
<asldentifiedEntity classCode="IDENT”>
<id extension="D.1.1.2” root="2.16.840.1.113883.3.989.2.1.3.8”/>
<!-=D.1.1.2: Patient Medical Record Number (s) and Source(s) of the Record Number (Specialist
Record Number) —>
<{code code="2" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.4” codeSystemVersion="1.0"
displayName="Specialist”/>
{/asldentifiedEntity>
<asldentifiedEntity classCode="IDENT”>
<id extension="D.1.1.3” root="2.16.840. 1. 113883.3.989.2.1.3.9”/>
<!-=D.1.1.3: Patient Medical Record Number(s) and Source(s) of the Record Number (Hospital Record
Number) —>
{code code="3" codeSystem="2. 16. 840. 1. 113883.3.989.2.1.1.4” codeSystemVersion="1.0"
displayName="Hospital Record”/>
{/asldentifiedEntity>
<asldentifiedEntity classCode="IDENT”>
<id extension="D.1.1.4” root="2.16.840.1.113883.3.989.2.1.3.10"/>
<!-=D.1.1.4: Patient Medical Record Number (s) and Source(s) of the Record Number (Investigation
Number) ——>
<{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"/>
{associatedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>D. 10. 1<{/name>
<!=='D.10.1: Parent Identification —>
<administrativeGenderCode code="D. 10.6” codeSystem="1.0.5218"/>
<{1-=D.10.6: Sex of Parent —>
<birthTime value="20090101"/>
<{!-='D.10.2.1: Date of Birth of Parent —>
{/associatedPerson>
{subject0f2 typeCode="SB]”>
{observation classCode="0BS” 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"/>
<!--D.10.2.2a: Age of Parent (number) ——>
<{l-=D.10.2.2b: Age of Parent (unit) —>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
{code code="22" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1.1.19” codeSystemVersion="1.1"
displayName="1astMenstrualPeriodDate”/>
C(value xsi:type="TS” value="20090101"/>
<!-=D.10.3: Last Menstrual Period Date of Parent —>
<{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]”>
<observation classCode="0BS” 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”/>



<!-=D.10.4: Body Weight (kg) of Parent —>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” 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”/>
<{!-=D.10.5: Height (cm) of Parent —>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 20” codeSystemVersion="1.0"
displayName="relevantMedicalHistoryAndConcurrentConditions”/>
<{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="D.10.7.1.r.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D. 10.7. 1.r. 1la”/>
<!-=D.10.7.1.r. la: MedDRA Version for Medical History #1 ——>
{!==D.10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #1 -

CeffectiveTime xsi:type="IVL_TS”>
{low value="20090101"/>
<!-=D.10.7.1.r.2: Start Date #1 —>
<high value="20090101"/>
<!--D.10.7.1.r.4: End Date #1 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>
{observation classCode="0BS” 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>
<!=——D.10.7.1.r.5: Comments #I —>
{/observation>
<{/outboundRelationship2>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” 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”/>
<!--=D.10.7.1.r.3: Continuing #1 —>
{/observation>
<{/inboundRelationship>
{/observation>
{/component>
{component typeCode="COMP”>
{observation classCode="0BS” 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”/>
{!-=D.10.7.1.r.1la: MedDRA Version for Medical History #2 —>
<!-=D.10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 -

(effectiveTime xsi:type="IVL_TS”>
{low value="20090101"/>
{1==D.10.7.1.r.2: Start Date #2 —>
<high value="20090101"/>
<!-—D.10.7.1.r.4: End Date #2 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>
{observation classCode="0BS” 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>
<!-—=D.10.7.1.r.5: Comments #2 —>
{/observation>
<{/outboundRelationship2>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” 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”/>
<!--—D.10.7.1.r.3: Continuing #2 —>
{/observation>
</inboundRelationship>
{/observation>
{/component>
{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<{code code="18" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="historyAndConcurrentConditionText”/>
<value xsi:type="ED”>D. 10.7.2</value>
<I-=D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent ——>
{/observation>
{/component>
{/organizer>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code 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="IVL_TS”>
<{low value="20090101"/>
<!--'D.10.8.r.4: Start Date #1 —>
<high value="20090101"/>
<!-=D.10.8.r.5: End Date #1 —>
{/effectiveTime>
{consumable 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"/>
<{!--=D.10.8.r.2a: MPID Version Date / Number #1 —>
<!==D.10.8.r.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 10. 8. r. 1</name>
<!--D.10.8.1.1: Name of Drug as Reported #1 —>
</kindOfProduct>
{/instance0fKind>
</consumable>
<outboundRelationship2 typeCode="RSON">
{observation classCode="0BS” 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.10.8.r.6a: MedDRA Version for Indication #1 —>
<= D.10.8.1.6b: Indication (MedDRA code) #1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” 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”/>
<= D.10.8.1.7a: MedDRA Version for Reaction #1 —>
<!--D.10.8.1.7b: Reactions (MedDRA code) #1 ——>
{/observation>
<{/outboundRelationship2>
{/substanceAdministration>
{/component>
<{component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{effectiveTime xsi:type="IVL_TS”>
<Jow value="20090101"/>
<{1-='D.10.8.r.4: Start Date #2 —>
<high value="20090101"/>



<!-=D.10.8.r.5: End Date #2 —>
{/effectiveTime>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D. 10.8.1.3b” codeSystem="TBD-PhPID” codeSystemVersion="D. 10.8.r.3a”/>
<{!-='D.10.8.1.3a: PhPID Version Date / Number #2 —>
<{!-=D.10.8.1.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>D. 10. 8. r. 1<{/name>
<!-=D.10.8.r.1: Name of Drug as Reported #2 —>
</kindOfProduct>
{/instance0fKind>
</consumable>
<outboundRelationship2 typeCode="RSON">
{observation classCode="0BS” 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.10.8.1.6a: MedDRA Version for Indication #2 —>
{!-='D.10.8.r.6b: Indication (MedDRA code) #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” 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. . 7a”/>
{!-=D.10.8.r.7a: MedDRA Version for Reaction #2 —>
<= D.10.8.1.7b: Reactions (MedDRA code) #2 ——>
{/observation>
<{/outboundRelationship2>
{/substanceAdministration>
{/component>
{/organizer>
<{/subject0f2>
{/role>
<{/playerl>
<{subjectOfl typeCode="SBJ”>
{researchStudy classCode="CLNTRL” moodCode="EVN">
{id extension="C.5.3” root="2.16.840.1.113883.3.989.2.1.3.5"/>
<!-— C.5.3: Sponsor Study Number ——>
{code code="C.5.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.8” codeSystemVersion="1.0"/>
{!-= C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed ——>
{title>C. 5. 2</title>
<!-- C.5.2: Study Name ——>
<authorization typeCode="AUTH”>
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.1.1” root="2.16.840.1.113883.3.989.2.1.3.6"/>
<l-— C.5.1.r.1: Study Registration Number #1 —>
<author typeCode="AUT”>
<{territorialAuthority classCode="TERR”>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<{code code="C.5.1.1.2” codeSystem="1.0.3166.1.2.2"7/>
<l-=C.5.1.r.2: Study Registration Country #1 —>
<{/governingPlace>
{/territorialAuthority>
{/author>
<{/studyRegistration>
{/authorization>
<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"/>
<l-— C.5.1.r.1 Study Registration Number #2 —>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR”>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="C.5.1.r.2” codeSystem="1.0.3166.1.2.27/>



<l-— C.5.1.r.2: Study Registration Country #2 —>
{/governingPlace>
{/territorialAuthority>
{/author>
{/studyRegistration>
{/authorization>
{/researchStudy>
{/subject0f1>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” 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"/>
<!-=D.2.2a: Age at Time of Onset of Reaction / Event (number) ——>
{|-=D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” 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"/>
(= D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) ——>
{|-=D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]”>
{observation classCode="0BS” 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"/>
{I-=D.2.3: Patient Age Group (as per reporter) ——>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]”>
{observation classCode="0BS” 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”/>
<I==D.3: Body Weight (kg) —>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” 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”/>
<l=—D.4: Height (cm) —>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<{code code="22" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="1astMenstrualPeriodDate”/>
<value xsi:type="TS” value="20090101"/>
{!-=D.6: Last Menstrual Period Date —>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2.16.840.1.113883.3.989.2.1.1.20” codeSystemVersion="1.0"
displayName="relevantMedicalHistoryAndConcurrentConditions”/>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<{code code="D.7.1.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163” codeSystemVersion="D.7.1.r.1a”/>
<l-— D.7.1.r.1a: MedDRA Version for Medical History #1 —>
<!-—D.7.1.1.1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 ——>
(effectiveTime xsi:type="IVL_TS”>



{low value="20090101"/>
<{I==D.7.1.r.2: Start Date #1 —>
<high value="20090101"/>
<!=—D.7.1.r.4: End Date #1 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>
{observation classCode="0BS” 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>
<= D.7.1.r.5: Comments #1 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="EXPL”>
{observation classCode="0BS” 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”/>
{!-—=D.7.1.r.6: Family History #1 ——>
{/observation>
{/outboundRelationship2>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” 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”/>
<!=-—D.7.1.r.3: Continuing #1 —>
{/observation>
</inboundRelationship>
<{/observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<{code code="D.7.1.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D.7.1.r.1a”"/>
<!-— D.7.1.r.1a: MedDRA Version for Medical History #2 —>
{!=-= D.7.1.r.1b: Medical history (disease / surgical procedure / etc.) (MedDRA code) #2 ——>
{effectiveTime xsi:type="I1VL_TS”>
<low value="20090101"/>
<!-=D.7.1.71.2: Start Date #2 ——>
<high value="20090101"/>
<I-=D.7.1.1.4: End Date #2 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>
<observation classCode="0BS” 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>
<!-—D.7.1.r.5: Comments #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL”>
{observation classCode="0BS” 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”/>
(== D.7.1.r.6: Family History #2 ——>
{/observation>
<{/outboundRelationship2>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” 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”/>
<!-—D.7.1.r.3: Continuing #2 ——>
{/observation>
</inboundRelationship>
{/observation>
{/component>
{component typeCode="COMP”>



{observation classCode="0BS” moodCode="EVN">
<{code code="18" codeSystem="2. 16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="historyAndConcurrentConditionText”/>
<{value xsi:type="ED”>D.7.2</value>
{1-=D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction
/ event) —>
{/observation>
</component>
{component typeCode="COMP”>
{observation classCode="0BS” 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”/>
<!-— D.7.3: Concomitant Therapies —>
</observation>
</component>
{/organizer>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code 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="I1VL_TS”>
<{low value="20090101"/>
<l-= D.8.r.4: Start Date #1 —>
<high value="20090101"/>
<!-— D.8.r.5: End Date #1 —>
{/effectiveTime>
<{consumable typeCode="CSM”>
{instance0fKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND”>
<{code code="D.8.r.2b” codeSystem="TBD-MPID” codeSystemVersion="D.8.r.2a"/>
<{!==D.8.r.2a: MPID Version Date / Number #1 —>
{l-=D.8.r.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 8. r. 1<{/name>
<!== D.8.r.1: Name of Drug as Reported #1 —>
</kindOfProduct>
{/instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="RSON">
{observation classCode="0BS” 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”/>
<l-—D.8.r.6a: MedDRA Version for Indication #1 ——>
<{!-— D.8.1.6b: Indication (MedDRA code) #1 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” 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”/>
<{l-—— D.8.r.7a: MedDRA Version for Reaction #1 ——>
{I-=D.8.1.7b: Reaction (MedDRA code) #1 ——>
{/observation>
{/outboundRelationship2>
{/substanceAdministration>
</component>
{component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
(effectiveTime xsi:type="IVL_TS”>
{low value="20090101"/>
(= D.8.r.4: Start Date #2 —>
<high value="20090101"/>



<!-— D.8.r.5: End Date #2 —>
{/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”/>
<{!-=D.8.r.3a: PhPID Version Date / Number —>
<{!==D.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>D. 8. r. 1{/name>
<!-— D.8.r.1: Name of Drug as Reported #2 —>
</kindOfProduct>
{/instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="RSON”>
{observation classCode="0BS” 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”/>
<{l-——D.8.r.6a: MedDRA Version for Indication #2 ——>
(== D.8.r.6b: Indication (MedDRA code) #2 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” 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”/>
(== D.8.r.7a: MedDRA Version for Reaction #2 ——>
<l-—— D.8.1.7b: Reaction (MedDRA code) #2 —>
{/observation>
{/outboundRelationship2>
{/substanceAdministration>
{/component>
{/organizer>
{/subject0f2>
{subjectOf2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
{code code="32" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="reportedCauseOfDeath”/>
<value xsi:type="CE” code="D.9.2.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163”
codeSystemVersion="D.9.2.r. 1a”>
<1--D.9.2.r.1a: MedDRA Version for Reported Cause(s) of Death #1 ——>
<!-=D.9.2.r.1b: Reported Cause(s) of Death (MedDRA code) #1 ——>
<originalText>D. 9. 2. r.2<{/originalText>
<1--D.9.2.1.2: Reported Cause(s) of Death (free text) #1 ——>
<{/value>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
{code code="32" codeSystem="2.16.840.1.113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="reportedCauseOfDeath”/>
<{value xsi:type="CE” code="D.9.2.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163"
codeSystemVersion="D.9.2.r. 1a”>
{!-—D.9.2.1.1a: MedDRA Version for Reported Cause(s) of Death #2 —>
<1-=D.9.2.r.1b: Reported Cause(s) of Death (MedDRA code) #2 ——>
<originalText>D. 9. 2. r. 2</originalText>
<!-—D.9.2.r.2: Reported Cause(s) of Death (free text) #2 ——>
<{/value>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” 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”/>
<!-—D.9.3 Was Autopsy Done? ——>



<{outboundRelationship2 typeCode="DRIV”>
{observation classCode="0BS” 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. 1la”>
<!-—D.9.4.r.la: MedDRA Version for Autopsy-determined Cause(s) of Death #1 —>
<!--D.9.4.1.1b Autopsy—determined Cause(s) of Death (MedDRA code) #1 ——>
<originalText>D. 9. 4.r.2</originalText>
<!-—D.9.4.r.2: Autopsy—determined Cause(s) of Death (free text) #1 —>
{/value>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="DRIV”>
<observation classCode="0BS” 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. 1la”>
<!-=D.9.4.r.1a: MedDRA Version for Autopsy-determined Cause(s) of Death #2 —>
<!-=D.9.4.r.1b Autopsy-determined Cause(s) of Death (MedDRA code) #2 —>
<originalText>D. 9. 4. r.2</originalText>
<!-—D.9.4.r.2: Autopsy-determined Cause(s) of Death (free text) #2 —>
{/value>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
<{subjectOf2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<{id root="154eb889-958b-45f2-a02f-42d4d6£4657f" />
<{code code="29" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="reaction”/>
(effectiveTime xsi:type="I1VL_TS”>
{low value="20090101"/>
<!-— E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
(== E.i.5: Date of End of Reaction / Event #1 —>
{/effectiveTime>
<{value xsi:type="CE” code="E.1i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="E.i.2.1a”>
<{!-- E.i.2.1a: MedDRA Version for Reaction / Event #1 —>
{!-= E.i.2.1b: Reaction / Event (MedDRA code) #1 —>
<originalText language="E.1i.1.1b”>E.i.1.1a</originalText>
{!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #1 ——>
<{l--= E.{i.1.1b: Reaction / Event as Reported by the Primary Source Language #1 ——>
<{/value>
<{location typeCode="L0OC">
<{locatedEntity classCode="LOCE”>
<(locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
<!-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #1 ——>
<{/locatedPlace>
<{/locatedEntity>
<{/location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”DE.1i.1.2<{/value>
<l-— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #1 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>



<l-— E.i.3.1: Term Highlighted by the Reporter #1 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{l--— E.i.3.2a: Results in Death #1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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="N1"/>
<l-— E.i.3.2b: Life Threatening #1 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<l-—E.i.3.2c: Caused / Prolonged Hospitalisation #1 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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="N1"/>
<l-— E.i.3.2d: Disabling / Incapacitating #1-——>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<{code code="12" codeSystem="2. 16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="N1"/>
<(l-— E.i.3.2e: Congenital Anomaly / Birth Defect #1 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<l-— E.i.3.2f: Other Medically Important Condition #1 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<{l-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #1 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<l-— E.i.8: Medical Confirmation by Healthcare Professional #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>



{observation classCode="0BS” moodCode="EVN">
<{code code="11" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="2R%n « BEFN"/>
<{value xsi:type="CE” code="]J2.14.1” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.0"/>
<I-- @eeJ2. 14.1 A - Bk #1 —>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
<{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” 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”/>
(effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
<!-— E.i.4: Date of Start of Reaction / Event #2 —>
<{width value="24" unit="E.i.6b"/>
{!-— E.i.6a: Duration of Reaction / Event (number) #2 ——>
<{!-— E.i.6b: Duration of Reaction / Event (unit) #2 ——>
{/effectiveTime>
<(value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="E. i. 2. 1a”>
{!-= E.i.2.1a: MedDRA Version for Reaction / Event #2 ——>
{!-= E.i.2.1b: Reaction / Event (MedDRA code) #2 —>
<originalText language="E.1i.1.1b”>E.1i.1.1la<{/originalText>
<(l-— E.{i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #2 ——>
(== E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #2 —>
<{/value>
<{location typeCode="LOC">
<locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0.3166.1.2.27/>
<!-- E.i.9: Identification of the Country Where the Reaction / Event Occurred #2 ——>
{/locatedPlace>
<{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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.1i.1.2</value>
<l-— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 ——>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>
<{l-— E.i.3.1:Term Highlighted by the Reporter #2 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
{l-— E.i.3.2a: Results in Death #2 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>
<!-= E.i.3.2b: Life Threatening #2 —>



{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<l-= E.i.3.2c: Caused / Prolonged Hospitalisation #2 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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="N1"/>
<!-— E.i.3.2d: Disabling / Incapacitating #2 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1.1.19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
<{!-- E.i.3.2e: Congenital Anomaly / Birth Defect #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<!-- E.i.3.2f: Other Medically Important Condition #2 ——>
</observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>
<{l-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #2 ——>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<{l-— E.i.8: Medical Confirmation by Healthcare Professional #2 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="A%01 « BE&1"/>
<{value xsi:type="CE” code="J2.14.i” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.0"/>
<I-- @0@J2. 14. 1 A - BLa #2 —>
{/observation>
<{/outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf” />
{code code="29" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
CeffectiveTime xsi:type="IVL_TS”>
<width value="24" unit="E.i.6b”/>



{!-— E.i.6a: Duration of Reaction / Event (number) #3 ——>
{!-— E.i.6b: Duration of Reaction / Event (unit) #3 ——>
<high value="20101201"/>
{!-= E.i.5: Date of End of Reaction / Event #3 —>
{/effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="E. i. 2. 1la”>
{!-= E.i.2.1a: MedDRA Version for Reaction / Event #3 —>
<!-— E.i.2.1b: Reaction / Event (MedDRA code) #3 —>
<originalText language="E.i.l.1b”">E.1i. 1. 1la</originalText>
(== E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
{!-— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #3 ——>
<{/value>
<location typeCode="L0C">
{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
{!-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 ——>
{/locatedPlace>
{/locatedEntity>
{/location>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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.1i.1.2<{/value>
<{!--= E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #3 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<l-— E.i.3.1:Term Highlighted by the Reporter #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<l-— E.i.3.2a: Results in Death #3 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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="N1"/>
<l-— E.i.3.2b: Life Threatening #3 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{!--— E.i.3.2c: Caused / Prolonged Hospitalisation #3 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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="N1"/>
<(l-— E.i.3.2d: Disabling / Incapacitating #3 —>
<{/observation>



<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<{value xsi:type="BL” nullFlavor="N1"/>
<l-— E.i.3.2e: Congenital Anomaly / Birth Defect #3 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="otherMedicallyImportantCondition”/>
<yvalue xsi:type="BL” value="true”/>
<{!-- E.i.3.2f: Other Medically Important Condition #3 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
{l-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{l-— E.i.8: Medical Confirmation by Healthcare Professional #3 —>
</observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="11" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="A%n « BEZEN"/>
<{value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8"
codeSystemVersion="1.0"/>
<I-- @@0J2. 14.1 A% - BEFN #3 —>
<{/observation>
<{/outboundRelationship2>
{/observation>
<{/subject0f2>
{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<{id root="2e99840f-08b4-499c-80ff-dd8415f4f8ab” />
{code 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"/>
{l-= E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
(== E.i.5: Date of End of Reaction / Event #4 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<{width value="24" unit="E.i.6b"/>
{|-— E.i.6a: Duration of Reaction / Event (number) #4 —>
<{!-— E.i.6b: Duration of Reaction / Event (unit) #4 —>
</comp>
{/effectiveTime>
<{value xsi:type="CE” code="E.1i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="E.i.2.1a”>
<{!-— E.i.2.1a: MedDRA Version for Reaction / Event #4 —>
{!-= E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
<originalText language="E.1i.1.1b”>E.i.1.1a</originalText>
{!-—E.i.1.1la: Reaction / Event as Reported by the Primary Source in Native Language #4 ——>



<l-—= E.{i.1.1b: Reaction / Event as Reported by the Primary Source Language #4 ——>
{/value>
<location typeCode="L0OC">
<{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
<!-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #4 ——>
{/locatedPlace>
<{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”DE.1i.1.2<{/value>
<l-— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<l-— E.i.3.1:Term Highlighted by the Reporter #4 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{l-— E.i.3.2a: Results in Death #4 ——>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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="N1"/>
<!-- E.i.3.2b: Life Threatening #4 ——>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<l-— E.i.3.2c: Caused / Prolonged Hospitalisation #4 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<l-— E.i.3.2d: Disabling / Incapacitating #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<(value xsi:type="BL” nullFlavor="N1"/>
<(l-— E.i.3.2e: Congenital Anomaly / Birth Defect #4 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<l-— E.i.3.2f: Other Medically Important Condition #4 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<{l-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{!-- E.i.8: Medical Confirmation by Healthcare Professional #4 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<{code code="11" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="2R%n « BE&N"/>
<{value xsi:type="CE” code="J2.14.1” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.0"/>
<I-- @eeJ2. 14.1 A - Bbjn #4 —>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<{id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd” />
<{code code="29" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="reaction”/>
(effectiveTime xsi:type="I1VL_TS”>
low value="20090101"/>
<!-— E.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840.1.113883. 6. 163"
codeSystemVersion="E. i. 2. 1a”>
{!-= E.i.2.1a: MedDRA Version for Reaction / Event #5 ——>
<l-— E.i.2.1b: Reaction / Event (MedDRA code) #5 ——>
<originalText language="E.1i.1.1b”>E.1i.1.1la<{/originalText>
<{l-— E.{i.1.1la: Reaction / Event as Reported by the Primary Source in Native Language #5 ——>
(== E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #5 —>
<{/value>
<{location typeCode="LOC">
<{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
<!-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #5 ——>
{/locatedPlace>
<{/locatedEntity>
<{/location>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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.1i.1.2</value>
(== E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 ——>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>
<{l-— E.i.3.1:Term Highlighted by the Reporter #5 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
{l-— E.i.3.2a: Results in Death #5 ——>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<l-— E.i.3.2b: Life Threatening #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<!-= E.i.3.2c: Caused / Prolonged Hospitalisation #5 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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="N1"/>
<l-— E.i.3.2d: Disabling / Incapacitating #5 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1.1.19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
<{!-- E.i.3.2e: Congenital Anomaly / Birth Defect #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<(l-— E.i.3.2f: Other Medically Important Condition #5 ——>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>
<{l-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 ——>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>



<(l-— E.i.8: Medical Confirmation by Healthcare Professional #5 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="A%01 « BE&1"/>
<(value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.0"/>
<I-- @0@J2.14.1 A - BEM #5 —>
{/observation>
<{/outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f" />
<{code code="29" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
CeffectiveTime xsi:type="IVL_TS”>
<high value="20090101"/>
{!-= E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="E. i. 2. 1a”>
{!-— E.i.2.1a: MedDRA Version for Reaction / Event #6 ——>
<!-— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
<originalText language="E.i.l.1b”">E.1i. 1. 1la</originalText>
(== E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
{!-— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #6 ——>
<{/value>
<location typeCode="L0C">
<{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
{!-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #6 ——>
{/locatedPlace>
<{/locatedEntity>
{/location>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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.1i.1.2</value>
<{!-= E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #6 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<l-— E.i.3.1:Term Highlighted by the Reporter #6 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<l-— E.i.3.2a: Results in Death #6 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="21" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="1isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="N1"/>



<l-— E.i.3.2b: Life Threatening #6 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{!-— E.i.3.2c: Caused / Prolonged Hospitalisation #6 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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="N1"/>
<(l-— E.i.3.2d: Disabling / Incapacitating #6 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<{value xsi:type="BL” nullFlavor="N1"/>
<l-— E.i.3.2e: Congenital Anomaly / Birth Defect #6 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{!-- E.i.3.2f: Other Medically Important Condition #6 ——>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
{l-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
{l-— E.i.8: Medical Confirmation by Healthcare Professional #6 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="11" codeSystem="2.16. 840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="A%n « BE&EN"/>
<{value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8"
codeSystemVersion="1.0"/>
<I-- @@0J2. 14.1 A% - BEF #6 ——>
<{/observation>
<{/outboundRelationship2>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
{code code="29" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="reaction”/>
C(effectiveTime xsi:type="IVL_TS”>



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

{!-- E.i.6a: Duration of Reaction / Event (number) #7 ——>

<{!-— E.i.6b: Duration of Reaction / Event (unit) #7 —>
{/effectiveTime>

<(value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163"

codeSystemVersion="E. i. 2. 1a”>
{!-= E.i.2.1a: MedDRA Version for Reaction / Event #7 ——>
{!-= E.i.2.1b: Reaction / Event (MedDRA code) #7 —>
<originalText language="E.1i.1.1b”>E.1i.1.1la</originalText>

<(lI-— E.{i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #7 ——>

(== E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #7 —>

<{/value>
<{location typeCode="LOC">
<(locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0.3166.1.2.27/>

(= E.i.9: Identification of the Country Where the Reaction / Event Occurred #7 ——>

{/locatedPlace>
<{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<{code code="30" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19”
displayName="reactionForTranslation”/>
<{value xsi:type="ED”>E.1i.1.2</value>

<{l-— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #7 ——>

<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="37" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19”7
displayName="termHighlightedByReporter”/>

codeSystemVersion="1.1"

codeSystemVersion="1.1"

<{value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840.1.113883.3.989.2.1.1.10”7

codeSystemVersion="1.0"/>
<!-— E.i.3.1:Term Highlighted by the Reporter #7 ——>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="34" codeSystem="2. 16.840. 1. 113883. 3.989.2.1.1.19”7
displayName="resultsInDeath”/>
<(value xsi:type="BL” value="true”/>
{l-— E.i.3.2a: Results in Death #7 ——>
{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="21" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1. 19"
displayName="isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI"/>
<l-— E.i.3.2b: Life Threatening #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19”
displayName="requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<l-= E.i.3.2c: Caused / Prolonged Hospitalisation #7 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="35" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19”
displayName="resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="N1"/>
<l-— E.i.3.2d: Disabling / Incapacitating #7 —>
{/observation>
<{/outboundRelationship2>

codeSystemVersion="1.1"

codeSystemVersion="1.1"

codeSystemVersion="1.1"

codeSystemVersion="1.1"



<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI1"/>
<{!-- E.i.3.2e: Congenital Anomaly / Birth Defect #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<l-— E.i.3.2f: Other Medically Important Condition #7 ——>
</observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>
{!== E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<l-— E.i.8: Medical Confirmation by Healthcare Professional #7 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="A%01 « BEZ1"/>
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.0"/>
<I-- @0@]2.14.1 Fxn - BEM #7 —>
{/observation>
<{/outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<id root="albbe092-8070-426d-af04-6863263443¢0” />
<{code code="29" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="reaction”/>
C(effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="IVL_TS”>
{low value="20090101"/>
<{l-— E.i.4: Date of Start of Reaction / Event #8 —>
<width value="24" unit="E.i.6b"/>
{l-— E.i.6a: Duration of Reaction / Event (number) #8 ——>
<!-— E.i.6b: Duration of Reaction / Event (unit) #8 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20101201"/>
{l-= E.i.5: Date of End of Reaction / Event #8 —>
</comp>
{/effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="E. i. 2. 1a”>
(== E.i.2.1a: MedDRA Version for Reaction / Event #8 —>
<!-— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
<originalText language="E.i.1l.1b”">E.1i.1.1la</originalText>
(== E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
{!-— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #8 ——>



<{/value>
<(location typeCode="L0C">
<{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
{!-= E.i.9: Identification of the Country Where the Reaction / Event Occurred #8 ——>
{/locatedPlace>
{/locatedEntity>
{/location>
<{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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.1i.1.2<{/value>
<{!--= E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #8 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<l-— E.i.3.1:Term Highlighted by the Reporter #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
{l-— E.i.3.2a: Results in Death #8 —>
</observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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="N1"/>
<l-— E.i.3.2b: Life Threatening #8 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
{!--= E.i.3.2c: Caused / Prolonged Hospitalisation #8 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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="N1"/>
<(l-— E.i.3.2d: Disabling / Incapacitating #8 —>
<{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<(value xsi:type="BL” nullFlavor="N1"/>
<!-— E.i.3.2e: Congenital Anomaly / Birth Defect #8 —>
{/observation>
<{/outboundRelationship2>
<{outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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”/>
<{!-- E.i.3.2f: Other Medically Important Condition #8 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
{l-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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”/>
<{l-— E.i.8: Medical Confirmation by Healthcare Professional #8 —>
</observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="11" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="2R%n « BE&N"/>
<{value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8"
codeSystemVersion="1.0"/>
<I-- @@0J2.14.1 A% - BEFn #8 ——>
<{/observation>
<{/outboundRelationship2>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="3" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 20” codeSystemVersion="1. 0"
displayName="testsAndProceduresRelevantToThelnvestigation”/>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<{code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163” codeSystemVersion="F.r.2.2a">
(== F.r.2.2a: MedDRA Version for Test Name #1 —>
(== F.r.2.2b: Test Name (MedDRA code) #1 —>
<originalText>F. r. 2. 1<{/originalText>
(I-— F.r.2.1: Test Name (free text) #1 ——>
{/code>
{effectiveTime value="20090101"/>
(== F.r.1: Test Date #1 —>
<{value xsi:type="IVL_PQ">
{center value="10" unit="mg/d1”/>
(I-— F.r.3.2: Test Result (value / qualifier) #1 ——>
{l-= F.r.3.3: Test Result (unit) #1 —>
{/value>
{interpretationCode code="F.r.3.1” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 12”
codeSystemVersion="1.0"/>
(- F.1.3.1: Test Result (code) #1 ——>
{referenceRange typeCode="REFV”>
{observationRange classCode="0BS” moodCode="EVN. CRT”>
<{value xsi:type="PQ” value="40" unit="mg/dl”/>
{!=— F.r.4: Normal Low Value #1 ——>
{interpretationCode code="L” codeSystem="2.16.840. 1. 113883.5.83"/>
{/observationRange>
{/referenceRange>
{referenceRange typeCode="REFV”>
<{observationRange classCode="0BS” moodCode="EVN. CRT”>
<value xsi:type="PQ” value="110" unit="mg/d1”/>
{!-—= F.r.5: Normal High Value #1-—>
{interpretationCode code="H" codeSystem="2. 16.840. 1. 113883.5.83"/>
{/observationRange>
{/referenceRange>



displayName="comment”/>

<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">

{code code="10" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1.19” codeSystemVersion="1.1"

<{value xsi:type="ED”>F.r.6</value>
{|-= F.r.6: Comments (free text) #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">

<{code code="25" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="moreInformationAvailable”/>

<value xsi:type="BL” value="true”/>
<{I=—F.r.7: More Information Available #1 —>
{/observation>
<{/outboundRelationship2>
{/observation>

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

{observation classCode="0BS” moodCode="EVN">
<{code code="F.r.2.2b” codeSystem="2. 16. 840. 1. 113883. 6. 163"
<{l— F.r.2.2a: MedDRA Version for Test Name #2 ——>
{l— F.r.2.2b: Test Name (MedDRA code) #2 —>
{originalText>F.r. 2. 1</originalText>
(== F.r.2.1: Test Name (free text) #2 ——>
{/code>
{effectiveTime value="20090101"/>
(- F.r.1: Test Date #2 —>
<{value xsi:type="IVL_PQ">
{low nullFlavor="NINF"/>
<high value="10" unit="mg/dl” inclusive="false”/>
{/value>
(== F.r.3.2: Test Result (value / qualifier) #2 ——>
<{l-—— F.r.3.3: Test Result (unit) #2 —>
<= LT 10 mg/dl #2 —>
<{/observation>

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

<observation classCode="0BS” moodCode="EVN">
<{code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163"
(== F.r.2.2a: MedDRA Version for Test Name #3 —>
{l-= F.r.2.2b: Test Name (MedDRA code) #3 ——>
<originalText>F. r. 2. 1<{/originalText>
(I-— F.r.2.1: Test Name (free text) #3 ——>
{/code>
{effectiveTime value="20090101"/>
{I-=F.r.1: Test Date #3 —>
<{value xsi:type="IVL_PQ">
{low nullFlavor="NINF”"/>
<high value="10" unit="mg/dl” inclusive="true”/>
{/value>
<l-— F.r.3.2: Test Result (value / qualifier) #3 —>
<!-— F.r.3.3: Test Result (unit) #3 ——>
<!-— LE 10 mg/dl #3—>
{/observation>

{/component>
{component typeCode="COMP”>

{observation classCode="0BS” moodCode="EVN">

{code code="F.r.2.2b” codeSystem="2.16. 840. 1. 113883. 6. 163”
<l-— F.r.2.2a: MedDRA Version for Test Name #4 ——>
(= F.r.2.2b: Test Name (MedDRA code) #4 —>
<originalText>F. r. 2. 1</originalText>
(== F.r.2.1: Test Name (free text) #4 —>

<{/code>

(effectiveTime value="20090101"/>

<{I==F.r.1: Test Date #4 —>

<{value xsi:type="1VL_PQ">
<{low value="10" unit="mg/dl” inclusive="false”/>
<high nullFlavor="PINF”/>

codeSystemVersion="F. r.2.2a">

codeSystemVersion="F.r. 2. 2a">

codeSystemVersion="F.r.2.2a">



{/value>
{l—— F.r.3.2: Test Result (value / qualifier) #4 —>
{l-= F.r.3.3: Test Result (unit) #4 —>
<I== GT 10 mg/dl #4 —>
{/observation>
{/component>
<{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<{code code="F.r.2.2b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="F.r.2.2a">
<{l—— F.r.2.2a: MedDRA Version for Test Name #5 ——>
{l— F.r.2.2b: Test Name (MedDRA code) #5 —>
{originalText>F.r. 2. 1</originalText>
(== F.r.2.1: Test Name (free text) #5 ——>
{/code>
{effectiveTime value="20090101"/>
(- F.r.1: Test Date #5 —>
<{value xsi:type="IVL_PQ">
<{low value="10" unit="mg/dl” inclusive="true”/>
<high nullFlavor="PINEF"/>
{/value>
{!-— F.r.3.2: Test Result (value / qualifier) #5 ——>
<{l-—— F.1.3.3: Test Result (unit) #5 —>
<!-= GE 10 mg/dl #5 —>
<{/observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163” codeSystemVersion="F.r.2.2a">
{l— F.r.2.2a: MedDRA Version for Test Name #6 ——>
(== F.r.2.2b: Test Name (MedDRA code) #6 —>
<originalText>F. r. 2. 1<{/originalText>
(== F.r.2.1: Test Name (free text) #6 —>
{/code>
<(effectiveTime value="20090101"/>
(== F.r.1: Test Date #6 —>
<{value xsi:type="ED”>F.r. 3. 4</value>
{l-= F.r.3.4: Result Unstructured Data (free text) #6 ——>
{/observation>
</component>
{/organizer>
{/subject0f2>
{subject0f2 typeCode="SB]”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="4" codeSystem="2.16.840.1.113883.3.989.2.1.1.20” codeSystemVersion="1.0"
displayName="drugInformation”/>
<!-— G.k Drug(s) Information (repeat as necessary) #l ——>
{component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9es” />
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND”>
{code code="G.k.2.1.1b” codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a”/>
{l-= G.k.2.1.1a: MPID Version Date / Number #1 —>
{l-= G.k.2.1.1b: Medicinal Product Identifier (MPID) #1 ——>
<{name>G. k. 2. 2</name>
<{!--= G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 ——>
<asManufacturedProduct classCode="MANU">
{subjectOf 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"/>
<!-= G.k.3.1: Authorisation / Application Number #1 —>
<holder typeCode="HLD”>
{role classCode="HLD">
<playingOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>G. k. 3. 3</name>
<!-— G.k.3.3: Name of Holder / Applicant #1 —>
{/playingOrganization>
{/role>



</holder>
<author typeCode="AUT”>
<{territorialAuthority classCode="TERR”>
<{territory classCode="NAT” determinerCode="INSTANCE”>
{code code="G.k.3.2” codeSystem="1.0. 3166. 1.2.2"/>
<{!-= G.k.3.2: Country of Authorisation / Application #1 ——>
{/territory>
{/territorialAuthority>
{/author>
<{pertinentInformation typeCode="PERT”>
<{policy classCode="POLICY” moodCode="EVN">
{code code="J2.5.k” codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.4”
codeSystemVersion="1.0"/>
<I-— @00J2.5. k: —RMEIKLEFD Y X7 KX55% #1 —>
<{/policy>
{/pertinentInformation>
{/approval>
{/subjectOf>
{subjectOf typeCode="SBJ”>
{characteristic classCode="0BS” moodCode="EVN">
<{code code="1" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10”
codeSystemVersion="1.0" displayName="3#7 %% M %% DIRILX 5" />
<(value xsi:type="CE” code="J2.4.k” codeSystem="2.16.840.1. 113883.3.989.5.1.3.2.1.3”
codeSystemVersion="1.0"/>
<I-- @00J2. 4. k: HEHRMLEORNX Sy #1 —>
{/characteristic>
{/subjectOf>
{/asManufacturedProduct>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND”>
{code>
<originalText>J2. 12</originalText>
<1--@0J2. 12: 1R RLE —
{/code>
{/generalizedMaterialKind>
{/asSpecializedKind>
<{ingredient classCode="ACTI”>
{quantity>
<numerator value="10" unit="G.k.2.3.r.3b"/>
<l-— G.k.2.3.r.3a: Strength (number) #1-1 —>
<I--G.k.2.3.1.3b: Strength (unit) #1-1 ——>
{denominator value="1"/>
<{/quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
{code code="G.k.2.3.1.2b” codeSystem="TBD-Substance”
codeSystemVersion="G. k. 2.3.1.2a”"/>
(== G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date / Number #1-1
-—>
<l-— G.k.2.3.r.2b: Substance / Specified Substance TermID #1-1 —>
<{name>G. k. 2. 3. r. 1{/name>
{!-= G.k.2.3.r.1: Substance / Specified Substance Name #1-1 —>
<{/ingredientSubstance>
<{/ingredient>
{ingredient classCode="ACTI”>
{quantity>
<numerator value="10" unit="G.k.2.3.r.3b"/>
<!-— G.k.2.3.r.3a: Strength (number) #1-2 —>
<l-— G.k.2.3.r.3b: Strength (unit) #1-2 —>
{denominator value="1"/>
{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND”>
{code code="G.k.2.3.r.2b” codeSystem="TBD-Substance”
codeSystemVersion="G. k. 2.3.r.2a"/>
<l-— G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date / Number #1-2
-—>
{!-= G.k.2.3.1.2b: Substance / Specified Substance TermlD #1-2 ——>
<name>G. k. 2. 3. r. 1{/name>
(== G.k.2.3.r.1: Substance / Specified Substance Name #1-2 —>
<{/ingredientSubstance>



{/ingredient>
</kindOfProduct>
{subjectOf typeCode="SBJ”>
<{productEvent classCode="ACT” moodCode="EVN">
<{code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 18” codeSystemVersion="1.0"
displayName="retailSupply”/>
<{performer typeCode="PRF”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<addr>
{country>G. k. 2. 4</country>
{I-= G.k.2.4: Identification of the Country Where the Drug Was Obtained #1 —>
<{/addr>
{/representedOrganization>
{/assignedEntity>
<{/performer>
{/productEvent>
<{/subjectOf>
{subjectOf typeCode="SBJ”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="2" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2.1.10”
codeSystemVersion="1.0" displayName="—f% HEH LD NF-RREE”/>
<(value xsi:type="CE” code="J2.6.k” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.5”
codeSystemVersion="1.0"/>
<I-- @00J2. 6. k: —MMEILOATFRE #1 —>
{/observationEvent>
<{/subjectOf>
{/instanceOfKind>
{/consumable>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-- G.k.9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #1, Reaction #1 —>
<!-— G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #1, Reaction #1 ——>
{actReference classCode="0BS” moodCode="EVN">
<{id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
{l-= G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #1, Reaction #1 —>
<l-= G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug #1, Reaction #1 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
<{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #1, Reaction #2 ——>
{l-= G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #1, Reaction #2 ——>
<actReference classCode="0BS” moodCode="EVN”>
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<!-= G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #1, Reaction #2 ——>
<l-— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug #1, Reaction #2 ——>
{actReference classCode="0BS” moodCode="EVN">
<{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
{/outboundRelationshipl>



<outboundRelationshipl typeCode="SAS”>
<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
{l-= G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #1, Reaction #3 —>
<!-= G.k.9.i.3.1b: Time Interval between Beginning of
Drug #1, Reaction #3 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf”/>
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l— G.k.9.1.3.2a: Time Interval between Last Dose of
Drug #1, Reaction #3 ——>
{l-= G.k.9.i.3.2b: Time Interval between Last Dose of
Drug #1, Reaction #3 ——>
<actReference classCode="0BS” moodCode="EVN">
<{id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-= G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #1, Reaction #4 —>
<!-— G.k.9.i.3.1b: Time Interval between Beginning of
Drug #1, Reaction #4 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8ab” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
{l-= G.k.9.i.3.2a: Time Interval between Last Dose of
Drug #1, Reaction #4 —>
<l-= G.k.9.i.3.2b: Time Interval between Last Dose of
Drug #1, Reaction #4 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-— G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #1, Reaction #5 ——>
{l-= G.k.9.i.3.1b: Time Interval between Beginning of
Drug #1, Reaction #5 ——>
<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>

Reaction / Event (unit)

(number)

(unit)

Reaction / Event (unit)

(number)

(unit)

Reaction / Event (unit)

<!-= G.k.9.i.3.2a: Time Interval between Last Dose of
(number) Drug #1, Reaction #5 ——>

<l— G.k.9.1.3.2b: Time Interval between Last Dose of
(unit) Drug #1, Reaction #5 ——>

{actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
<{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
{l-= G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #1, Reaction #6 ——>
<!-= G.k.9.i.3.1b: Time Interval between Beginning of
Drug #1, Reaction #6 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-¢925640fb18f" />
{/actReference>

Reaction / Event (unit)

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of



(number)

(unit) Drug #1,

{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>

<!-— G.k.9.i.3.2a: Time Interval between Last Dose of Drug

Drug #1, Reaction #6 ——>

{l-= G.k.9.i.3.2b: Time Interval between Last Dose of Drug

Reaction #6 ——>

<actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>

{l— G.k.9.i.3.1a: Time Interval between Beginning of Drug

Reaction / Event (number) Drug #1, Reaction #7 —>

Reaction / Event (unit)

(number)

(unit)

<!-— G.k.9.i.3.1b: Time Interval between Beginning of Drug

Drug #1, Reaction #7 ——>

{actReference classCode="0BS” moodCode="EVN">
<{id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

{l-= G.k.9.i.3.2a: Time Interval between Last Dose of Drug

Drug #1, Reaction #7 —>

{1— G.k.9.1.3.2b: Time Interval between Last Dose of Drug

Drug #1, Reaction #7 ——>

{actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—celdbc279d8e” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>

<!-— G.k.9.i.3.1a: Time Interval between Beginning of Drug

Reaction / Event (number) Drug #1, Reaction #8 ——>

Reaction / Event (unit)

(number)

(unit)

displayName="blinded”/>

{l-= G.k.9.i.3.1b: Time Interval between Beginning of Drug

Drug #1, Reaction #8 ——>

<actReference classCode="0BS” moodCode="EVN">
<id root="albbe092-8070-426d-af04-6863263443e0” />
{/actReference>
<{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”">
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>

<l-= G.k.9.i.3.2a: Time Interval between Last Dose of Drug

Drug #1, Reaction #8 ——>

<l-— G.k.9.i.3.2b: Time Interval between Last Dose of Drug

Drug #1, Reaction #8 ——>

{actReference classCode="0BS” moodCode="EVN">
<id root="albbe092-8070-426d-af04-6863263443e0” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="6" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1.

<value xsi:type="BL” value="true”/>
{!-— G.k.2.5: Investigational Product Blinded #1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

19” codeSystemVersion="1.1"

<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-1 ——>

{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #1-1 —>
{effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<l== G.k.4.r.2: Number of Units in the Interval #1-1
{!-= G.k.4.r.3: Definition of the Time Interval Unit

—>
#1-1 —>



<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
<!-— G.k.4.r.4: Date and Time of Start of Drug #1-1 ——>
<high value="20090101"/>
(== G.k.4.r.5: Date and Time of Last Administration #1-1 —>
<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
{width value="4" unit="G.k.4.r.6b"/>
<!-— G.k.4.r.6a: Duration of Drug Administration (number) #1-1 ——>
<!== G.k.4.r.6b: Duration of Drug Administration (unit) #1-1 ——>
<{/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”>
<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-1 ——>
{l=—= G.k.4.1.10.2b: Route of Administration TermID #1-1 ——>
<{originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-= G.k.4.1.10.1: Route of Administration (free text) #1-1 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
(- G.k.4.r.la Dose (number) #1-1 —>
{l— G.k.4.71.1b: Dose (unit) #1-1 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-1 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r. 9. 2a">
{l-= G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-1 —>
<{l-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-1 ——>
<originalText>G. k.4.1.9. 1<{/originalText>
{l-= G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-1 —>
{/formCode>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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">
(== G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-1
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #1-1 —>
<originalText>G. k. 4. r.11. 1<{/original Text>
<{!== G.k.4.r.11.1: Parent Route of Administration (free text) #1-1 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-2 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #1-2 —>
(effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<l== G.k.4.r.2: Number of Units in the Interval #1-2 —>
<l—— G.k.4.71.3: Definition of the Time Interval Unit #1-2 —>
<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>



<!-— G.k.4.r.4: Date and Time of Start of Drug #1-2 ——>
<high value="20090101"/>
(== G.k.4.r.5: Date and Time of Last Administration #1-2 —>
<{/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”>
{l-—= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-2 ——>
{l-= G.k.4.r.10.2b: Route of Administration TermID #1-2 —>
{originalText>G. k. 4. r. 10. 1<{/originalText>
<l G.k.4.71.10.1: Route of Administration (free text) #1-2 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b”/>
{l— G.k.4.r.1a Dose (number) #1-2 —>
(== G.k.4.r.1b: Dose (unit) #1-2 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-2 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r. 9. 2a">
<{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-2 ——>
{l=—— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-2 ——>
{originalText>G. k. 4.r.9. 1</originalText>
<{l-= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-2 —>
{/formCode>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<{code code="28" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<{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”>
(== G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-2
-—>
(== G.k.4.r.11.2b: Parent Route of Administration TermID #1-2 —>
<originalText>G. k. 4.r.11.1<{/originalText>
{!-= G.k.4.r.11.1: Parent Route of Administration (free text) #1-2 ——>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-3 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r.8</text>
(== G.k.4.r.8: Dosage Text #1-3 —>
{effectiveTime xsi:type="SXPR_TS”>
<{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
{I-= G.k.4.r.2: Number of Units in the Interval #1-3 —>
(= G.k.4.71.3: Definition of the Time Interval Unit #1-3 —>
</comp>
{comp xsi:type="1VL_TS” operator="A">
{low value="20090101"/>
<!=— G.k.4.r.4: Date and Time of Start of Drug #1-3 ——>
{width value="4" unit="G.k.4.r.6b"/>
<{!=— G.k.4.r.6a: Duration of Drug Administration (number) #1-3 ——>
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) #1-3 ——>
<{/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”>



<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-3 ——>
{l-= G.k.4.1.10.2b: Route of Administration TermID #1-3 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-= G.k.4.1.10.1: Route of Administration (free text) #1-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
(- G.k.4.r.la Dose (number) #1-3 —>
{l— G.k.4.71.1b: Dose (unit) #1-3 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-3 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
{l-= G.k.4.r.9.2a: Pharmaceutical Dose Form TermlID Version Date / Number #1-3 —>
<{l-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-3 ——>
<originalText>G. k. 4. 1. 9. 1<{/originalText>
{l-= G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
{/formCode>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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">
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-3
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #1-3 —>
{originalText>G. k. 4. r. 11. 1</originalText>
<!== G.k.4.r.11.1: Parent Route of Administration (free text) #1-3 ——>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #l1-4 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #1-4 —>
{effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<l== G.k.4.r.2: Number of Units in the Interval #1-4 —>
{l-= G.k.4.r.3: Definition of the Time Interval Unit #1-4 —>
<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
{width value="4" unit="G.k.4.r.6b"/>
<{!-— G.k.4.r.6a: Duration of Drug Administration (number) #1-4 ——>
<!-- G.k.4.1.6b: Duration of Drug Administration (unit) #1-4 ——>
<high value="20090101"/>
<{l—— G.k.4.1.5: Date and Time of Last Administration #1-4 —>
</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”>
<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-4 ——>
<{l-= G.k.4.1.10.2b: Route of Administration TermID #1-4 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
{l-= G.k.4.r.10.1: Route of Administration (free text) #1-4 —>
<{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!-= G.k.4.r.1a Dose (number) #1-4 —>



{l—— G.k.4.1.1b: Dose (unit) #1-4 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productlnstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!== G.k.4.r.7: Batch / Lot Number #1-4 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G. k. 4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4 —>
{l-= G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
{originalText>G. k. 4.r.9.1<{/originalText>
{l-— G.k.4.71.9.1: Pharmaceutical Dose Form (free text) #1-4 —>
</formCode>
<{/kindOfProduct>
{/instanceOfKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<{code code="28" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<(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”>
{]-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-4
-—>
(== G.k.4.r.11.2b: Parent Route of Administration TermID #1-4 —>
<originalText>G.k.4.r.11.1<{/originalText>
{!-= G.k.4.r.11.1: Parent Route of Administration (free text) #1-4 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!--= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-5 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<!-- G.k.4.r.8: Dosage Text #1-5 —>
(effectiveTime xsi:type="SXPR_TS”>
<{comp xsi:type="IVL_TS”>
{low value="20090101"/>
<!-— G.k.4.r.4: Date and Time of Start of Drug #1-5 ——>
<high value="20090101"/>
(== G.k.4.r.5: Date and Time of Last Administration #1-5 —>
<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
{width value="4" unit="G.k.4.r.6b"/>
<{!=— G.k.4.r.6a: Duration of Drug Administration (number) #1-5 ——>
<!-- G.k.4.1.6b: Duration of Drug Administration (unit) #1-5 ——>
<{/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”>
<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-5 ——>
<l-= G.k.4.r.10.2b: Route of Administration TermID #1-5 —>
<{originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-= G.k.4.71.10.1: Route of Administration (free text) #1-5 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
(- G.k.4.r.1a Dose (number) #1-5 —>
<!-— G.k.4.1.1b: Dose (unit) #1-5 ——>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-5 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">



{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r. 9. 2a">
{l-= G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-5 —>
<{l-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-5 ——>
<originalText>G. k. 4. 1. 9. 1<{/originalText>
{l-= G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-5 —>
{/formCode>
</kindOfProduct>
{/instanceOfKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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">
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-5
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #1-5 —>
<originalText>G.k. 4. r.11. 1</originalText>
<!== G.k.4.r.11.1: Parent Route of Administration (free text) #1-5 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-6 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #1-6 —>
CeffectiveTime xsi:type="SXPR_TS”>
<{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
{l— G.k.4.r.2: Number of Units in the Interval #1-6 —>
{l-= G.k.4.r.3: Definition of the Time Interval Unit #1-6 —>
<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
<!-— G.k.4.r.4: Date and Time of Start of Drug #1-6 —>
<width value="4" unit="G.k.4.r.6b"/>
<!-— G.k.4.r.6a: Duration of Drug Administration (number) #1-6 ——>
<!=— G.k.4.r.6b: Duration of Drug Administration (unit) #1-6 ——>
</comp>
<{comp xsi:type="1VL_TS” operator="A">
<high value="20090101"/>
<{!== G.k.4.r.5: Date and Time of Last Administration #1-6 ——>
<{/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”>
<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-6 ——>
<l-= G.k.4.r.10.2b: Route of Administration TermID #1-6 —>
<{originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-— G.k.4.1.10.1: Route of Administration (free text) #1-6 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
(- G.k.4.r.1a Dose (number) #1-1 —>
<!-= G.k.4.1.1b: Dose (unit) #1-1 ——>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-1 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r. 9. 2a”>
{l-= G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-6 —>



<{l-— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-6 ——>
<originalText>G. k. 4. 1. 9. 1<{/originalText>
{l-= G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-6 —>
{/formCode>
</kindOfProduct>
{/instance0fKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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">
{l-— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-6
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r.11. 1</originalText>
<!== G.k.4.r.11.1: Parent Route of Administration (free text) #1-6 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-7 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #1-7 —>
CeffectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="IVL_TS”>
{low value="20090101"/>
<!-- G.k.4.1.4: Date and Time of Start of Drug #1-7 ——>
{width value="4" unit="G.k.4.r.6b"/>
<{!-— G.k.4.r.6a: Duration of Drug Administration (number) #1-7 ——>
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) #1-7 ——>
<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
(== G.k.4.r.5: Date and Time of Last Administration #1-7 —>
<{/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”>
<l== G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #1-7 ——>
{l-= G.k.4.r.10.2b: Route of Administration TermID #1-7 —>
{originalText>G. k. 4. r. 10. 1<{/originalText>
<!-- G.k.4.1.10.1: Route of Administration (free text) #1-7 ——>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b”/>
{!-= G.k.4.1.1a Dose (number) #1-7 ——>
{I-= G.k.4.r.1b: Dose (unit) #1-7 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</1otNumberText>
<{!-— G.k.4.r.7: Batch / Lot Number #1-7 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r. 9. 2a”>
<{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-7 ——>
<l-= G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #1-7 —>
{originalText>G. k. 4.r.9. 1</originalText>
<{l-= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-7 —>
</formCode>
</kindOfProduct>
{/instance0fKind>
</consumable>
<inboundRelationship typeCode="REFR”>



{observation classCode="0BS” moodCode="EVN">
<{code code="28" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<{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”>
(== G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-7
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #1-7 —>
<originalText>G. k. 4.r.11.1<{/originalText>
<{]-= G.k.4.r.11.1: Parent Route of Administration (free text) #1-7 ——>
{/value>
{/observation>
<{/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="SUMM”>
<observation classCode="0BS” moodCode="EVN">
{code code="14" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="cumulativeDoseToReaction”/>
<value xsi:type="PQ” value="10" unit="G.k.5b”/>
<{!-= G.k.ba: Cumulative Dose to First Reaction (number) #1 —>
<{l-= G.k.5b: Cumulative Dose to First Reaction (unit) #1 ——>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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"/>
<!-- G.k.6a: Gestation Period at Time of Exposure (number) #1 —>
(!-— G.k.6b: Gestation Period at Time of Exposure (unit) #1 ——>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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.9.1i.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.16”
codeSystemVersion="1.0"/>
(== G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #1 ——>
<outboundRelationshipl typeCode="REFR”>
{actReference classCode="0BS” moodCode="EVN">
<{id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
<{/outboundRelationshipl>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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.i.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.16”
codeSystemVersion="1.0"/>
{!-= G.k.9.1.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #2 ——>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
<{/outboundRelationshipl>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” 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"/>
<!-- G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #1-1 ——>
{/observation>



{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” 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"/>
(== G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #1-2 ——>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="additional Information”/>
<{value xsi:type="ST”>G.k. 11</value>
(!=— G.k.11: Additional Information on Drug (free text) #1 —>
{/observation>
{/outboundRelationship2>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” 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.7.1.2b” codeSystem="2.16.840. 1. 113883. 6. 163”
codeSystemVersion="G. k. 7. r. 2a”>
{l-= G.k.7.1.2a: MedDRA Version for Indication #1-1 —>
{I=—= G.k.7.1.2b: Indication (MedDRA code) #1-1 —>
<{originalText>G. k. 7.r. 1<{/originalText>
<l-— G.k.7.r.1: Indication as Reported by the Primary Source #1-1 ——>
{/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>
<{/inboundRelationship>
{inboundRelationship typeCode="RSON">
{observation classCode="0BS” 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">
<l-= G.k.7.r.2a: MedDRA Version for Indication #1-2 —>
{l-= G.k.7.r.2b: Indication (MedDRA code) #1-2 —>
{originalText>G. k. 7.r. 1<{/originalText>
<l-— G.k.7.r.1: Indication as Reported by the Primary Source #1-2 ——>
<{/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>
</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"/>
{!--= G.k.8: Action(s) Taken with Drug #1 ——>
{/act>
</inboundRelationship>
</substanceAdministration>
<{/component>
<!-- G.k Drug(s) Information (repeat as necessary) #2 ——>
{component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45c7-92dd-69e¢06730c3a9” />
{consumable typeCode="CSM">



{instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<{code code="G.k.2.1.2b” codeSystem="TBD-PhPID” codeSystemVersion="G.k.2.1.2a”/>
<{l-= G.k.2.1.2a: PhPID Version Date / Number #2 —>
{l-= G.k.2.1.2b: Pharmaceutical Product Identifier (PhPID) #2 —>
<{name>G. k. 2. 2{/name>
<l-= G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 ——>
<asManufacturedProduct classCode="MANU">
{subjectOf 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"/>
<{!-- G.k.3.1: Authorisation / Application Number #2 ——>
<holder typeCode="HLD”>
{role classCode="HLD">
<{playingOrganization classCode="0ORG” determinerCode="INSTANCE”>
<name>G. k. 3. 3</name>
<l-= G.k.3.3: Name of Holder / Applicant #2 —>
<{/playingOrganization>
{/role>
<{/holder>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR”>
<territory classCode="NAT” determinerCode="INSTANCE”>
<{code code="G.k.3.2” codeSystem="1.0.3166.1.2.27/>
<l-= G.k.3.2: Country of Authorisation / Application #2 ——>
{/territory>
{/territorialAuthority>
{/author>
<pertinentInformation typeCode="PERT”>
<{policy classCode="POLICY” moodCode="EVN">
<{code code="J2.5.k” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.4"
codeSystemVersion="1.0"/>
<I-- @00J2.5. k: —fRAEELFEDY A7 X555 #2 —>
<{/policy>
{/pertinentInformation>
<{/approval>
<{/subjectOf>
{subjectOf typeCode="SBJ”>
{characteristic classCode="0BS” moodCode="EVN">
<{code code="1" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.107
codeSystemVersion="1.0" displayName="3T[E 3K %% DIRILX 5" />
<{value xsi:type="CE” code="]J2.4.k” codeSystem="2.16.840.1. 113883.3.989.5.1.3.2.1.3”
codeSystemVersion="1.0"/>
<1-- @00]J2. 4. k: FEHMEDRIIXS #2 —>
</characteristic>
<{/subjectOf>
{/asManufacturedProduct>
{ingredient classCode="ACTI”>
{quantity>
<numerator value="10" unit="G.k.2.3.r.3b"/>
<!-— G.k.2.3.r.3a: Strength (number) #2-1 —>
<l-— G.k.2.3.r.3b: Strength (unit) #2-1 —>
{denominator value="1"/>
{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND”>
{code code="G.k.2.3.r.2b” codeSystem="TBD-Substance”
codeSystemVersion="G. k. 2.3.r.2a"/>
<l-= G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date / Number #2-1
-—>
{!-— G.k.2.3.1.2b Substance / Specified Substance TermlD #2-1 ——>
<name>G. k. 2. 3. r. 1{/name>
(== G.k.2.3.r.1: Substance / Specified Substance Name #2-1 —>
<{/ingredientSubstance>
{/ingredient>
{ingredient classCode="ACTI”>
{quantity>
<numerator value="10" unit="G.k.2.3.r.3b"/>
<I--G.k.2.3.1.3a: Strength (number) #2-2 ——>
<!-— G.k.2.3.r.3b: Strength (unit) #2-2 —>



{denominator value="1"/>
{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<{code code="G.k.2.3.r.2b” codeSystem="TBD-Substance”
codeSystemVersion="G.k.2.3.r.2a"/>
{!-— G.k.2.3.r.2a: Substance / Specified Substance TermlD Version Date/Number #2-2 ——
>
<{!-= G.k.2.3.1.2b Substance / Specified Substance TermID #2-2 —>
<name>G. k. 2. 3. r. 1<{/name>
<]-— G.k.2.3.r.1: Substance / Specified Substance Name #2-2 —>
{/ingredientSubstance>
{/ingredient>
</kindOfProduct>
{subjectOf typeCode="SBJ”>
<{productEvent classCode="ACT” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystemVersion="1.0"
displayName="retailSupply”/>
<{performer typeCode="PRF”>
<assignedEntity classCode="ASSIGNED”>
<{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<addr>
{country>G. k. 2. 4</country>
{l-= G.k.2.4: Identification of the Country Where the Drug Was Obtained #2 —>
<{/addr>
{/representedOrganization>
{/assignedEntity>
{/performer>
{/productEvent>
<{/subject0f>
{subjectOf typeCode="SBJ”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="2" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10”
codeSystemVersion="1.0" displayName="—#k%F [ZE 3 D AN FHRREK" />
<{value xsi:type="CE” code="]J2.6.k” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.5”7
codeSystemVersion="1.0"/>
- 000J2. 6. k: —MMEIL DO ATFREY #2 —
{/observationEvent>
<{/subject0f>
{/instance0fKind>
{/consumable>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #2, Reaction #1-—>
{l-= G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #2, Reaction #l1 ——>
<actReference classCode="0BS” moodCode="EVN">
<{id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l-= G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #2, Reaction #1 —>
<!-— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug #2, Reaction #1 ——>
{actReference classCode="0BS” moodCode="EVN">
<{id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
<{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<l-— G.k.9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #2, Reaction #2 ——>
<l-= G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #2, Reaction #2 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>



{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l—— G.k.9.1.3.2a: Time Interval between Last Dose of
Drug #2, Reaction #2 ——>
{l-= G.k.9.i.3.2b: Time Interval between Last Dose of
Drug #2, Reaction #2 ——>
<actReference classCode="0BS” moodCode="EVN">
<{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-= G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #2, Reaction #3 —>
<!-— G.k.9.i.3.1b: Time Interval between Beginning of
Drug #2, Reaction #3 ——>
{actReference classCode="0BS” moodCode="EVN">
<{id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
{l-= G.k.9.i.3.2a: Time Interval between Last Dose of
Drug #2, Reaction #3 ——>
(1= G.k.9.1.3.2b: Time Interval between Last Dose of
Drug #2, Reaction #3 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-— G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #2, Reaction #4 ——>
{!-= G.k.9.i.3.1b: Time Interval between Beginning of
Drug #2, Reaction #4 —>
<actReference classCode="0BS” moodCode="EVN">
<{id root="2e99840f-08b4-499c-80ff-dd8415f4f8ab” />
{/actReference>
<{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”">
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<!-= G.k.9.i.3.2a: Time Interval between Last Dose of
Drug #2, Reaction #4 ——>
<l— G.k.9.1.3.2b: Time Interval between Last Dose of
Drug #2, Reaction #4 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5”" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
<{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
{l-= G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #2, Reaction #5 ——>
<l-= G.k.9.i.3.1b: Time Interval between Beginning of
Drug #2, Reaction #5 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l—— G.k.9.1.3.2a: Time Interval between Last Dose of
Drug #2, Reaction #5 ——>
<l-— G.k.9.1.3.2b: Time Interval between Last Dose of
Drug #2, Reaction #5 ——>
<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd” />
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{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-= G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #2, Reaction #6 ——>
<!-— G.k.9.i.3.1b: Time Interval between Beginning of
Drug #2, Reaction #6 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
{l-= G.k.9.i.3.2a: Time Interval between Last Dose of
Drug #2, Reaction #6 —>
{1— G.k.9.1.3.2b: Time Interval between Last Dose of
Drug #2, Reaction #6 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!-— G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #2, Reaction #7 ——>
(|- G.k.9.i.3.1b: Time Interval between Beginning of
Drug #2, Reaction #7 —>
<actReference classCode="0BS” moodCode="EVN">
<{id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
{1— G.k.9.1i.3.2a: Time Interval between Last Dose of
Drug #2, Reaction #7 ——>
<l— G.k.9.1.3.2b: Time Interval between Last Dose of
Drug #2, Reaction #7 ——>
{actReference classCode="0BS” moodCode="EVN">
<{id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
<{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
{l-= G.k.9.i.3.1a: Time Interval between Beginning of
Reaction / Event (number) Drug #2, Reaction #8 ——>
<!-= G.k.9.i.3.1b: Time Interval between Beginning of
Drug #2, Reaction #8 ——>
{actReference classCode="0BS” moodCode="EVN">
<id root="albbe092-8070-426d-af04-6863263443¢0” />
{/actReference>
<{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
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<actReference classCode="0BS” moodCode="EVN">
<id root="albbe092-8070-426d-af04-6863263443e0” />
{/actReference>
<{/outboundRelationshipl>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="6"
displayName="blinded”/>
<value xsi:type="BL” value="true”/>
(== G.k.2.5: Investigational Product Blinded #2 ——>
{/observation>
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{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{!-= G.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r.8{/text>
<!-— G.k.4.r.8: Dosage Text #2-1 —>
(effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
<l-— G.k.4.r.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
(- G.k.4.1.5: Date and Time of Last Administration #2-1 —>
{/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”>
{l-= G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-1 —>
<{l-= G.k.4.1.10.2b: Route of Administration TermID #2-1 ——>
<originalText>G. k. 4. r. 10. 1</originalText>
{l-= G.k.4.r.10.1: Route of Administration (free text) #2-1 —>
<{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!-= G.k.4.r.1a Dose (number) #2-1 —>
{l—— G.k.4.71.1b: Dose (unit) #2-1 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
<!== G.k.4.r.7: Batch / Lot Number #2-1 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G. k. 4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-1 —>
{l-= G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-1 —>
<originalText>G. k. 4.r.9. 1</originalText>
(== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
</formCode>
<{/kindOfProduct>
{/instanceOfKind>
</consumable>
{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<{code code="28" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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”>
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-1
-—>
<{!== G.k.4.r.11.2b: Parent Route of Administration TermID #2-1 —>
<originalText>G.k.4.r.11.1<{/originalText>
<I--— G.k.4.r.11.1: Parent Route of Administration (free text) #2-1 ——>
<{/value>
{/observation>
<{/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!--= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-2 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. 1. 8</text>
<!-— G.k.4.r.8: Dosage Text #2-2 —>
{effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
{l-= G.k.4.1.4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G.k.4.r.6b"/>
<!-- G.k.4.r.6a: Duration of Drug Administration (number) #2-2 ——>
<l-— G.k.4.r.6b: Duration of Drug Administration (unit) #2-2 —>
{/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”>



<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-2 ——>
{l-= G.k.4.1.10.2b: Route of Administration TermID #2-2 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-— G.k.4.1.10.1: Route of Administration (free text) #2-2 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
(- G.k.4.r. la Dose (number) #2-2 —>
{l— G.k.4.71.1b: Dose (unit) #2-2 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
<l-— G.k.4.r.7: Batch / Lot Number #2-2 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
{l-= G.k.4.r.9.2a: Pharmaceutical Dose Form TermlID Version Date / Number #2-2 —>
<{l-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-2 ——>
<originalText>G. k. 4. 1. 9. 1<{/originalText>
{l-= G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-2 —>
{/formCode>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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">
{!== G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-2
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #2-2 —>
{originalText>G. k. 4. r. 11. 1</originalText>
<{!== G.k.4.r.11.1: Parent Route of Administration (free text) #2-2 ——>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-3 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #2-3 —>
{effectiveTime xsi:type="IVL_TS”>
<{width value="4" unit="G.k.4.r.6b"/>
<l-= G.k.4.r.6a: Duration of Drug Administration (number) #2-3 ——>
<!-- G.k.4.1.6b: Duration of Drug Administration (unit) #2-3 —>
<high value="20090101"/>
{l-= G.k.4.1.5: Date and Time of Last Administration #2-3 —>
{/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”>
<{l-= G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-3 ——>
{l-= G.k.4.r.10.2b: Route of Administration TermID #2-3 —>
{originalText>G. k. 4. r. 10. 1</originalText>
<!-- G.k.4.1.10.1: Route of Administration (free text) #2-3 ——>
<{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<I-= G.k.4.r.1a Dose (number) #2-3 ——>
(== G.k.4.r.1b: Dose (unit) #2-3 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
(== G.k.4.r.7: Batch / Lot Number #2-3 —>
{/productInstancelnstance>



<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
<{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-3 ——>
<! G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-3 ——>
{originalText>G. k. 4.r.9. 1<{/originalText>
<{l-= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-3 —>
{/formCode>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<{code code="28" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<{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”>
(== G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-3
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #2-3 —>
<originalText>G. k. 4.r.11.1<{/originalText>
{]-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-3 ——>
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-4 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r.8</text>
{!-= G.k.4.r.8: Dosage Text #2-4 —>
(effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<period value="10" unit="G.k.4.r.3"/>
{I-= G.k.4.r.2: Number of Units in the Interval #2-4 —>
<= G.k.4.71.3: Definition of the Time Interval Unit #2-4 —>
</comp>
{comp xsi:type="1VL_TS” operator="A">
{low value="20090101"/>
(== G.k.4.r.4: Date and Time of Start of Drug #2-4 ——>
<{/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”>
<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-4 ——>
<l-= G.k.4.r.10.2b: Route of Administration TermID #2-4 —>
<{originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-= G.k.4.1.10.1: Route of Administration (free text) #2-4 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
(- G.k.4.r.1a Dose (number) #2-4 —>
<!-— G.k.4.1.1b: Dose (unit) #2-4 ——>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
<!-— G.k.4.r.7: Batch / Lot Number #2-4 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a”>
<{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-4 ——>
<{l-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-4 ——>
<originalText>G. k.4.1.9. 1<{/originalText>
<l-= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-4 —>
{/formCode>
<{/kindOfProduct>
{/instance0fKind>



</consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<{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">
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-4
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #2-4 —>
<originalText>G. k. 4. r.11. 1</originalText>
<!== G.k.4.r.11.1: Parent Route of Administration (free text) #2-4 ——>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-5 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #2-5 —>
CeffectiveTime xsi:type="SXPR_TS”>
<{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
{l— G.k.4.1.2: Number of Units in the Interval #2-5 —>
{l-= G.k.4.r.3: Definition of the Time Interval Unit #2-5 —>
<{/comp>
<{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<{l—— G.k.4.71.5: Date and Time of Last Administration #2-5 —>
{/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”>
{l-= G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-5 —>
<{l-= G.k.4.1.10.2b: Route of Administration TermID #2-5 ——>
<originalText>G. k. 4. r. 10. 1</originalText>
{l-= G.k.4.r.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!-= G.k.4.r.1a Dose (number) #2-5 —>
(- G.k.4.71.1b: Dose (unit) #2-5 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
(== G.k.4.r.7: Batch / Lot Number #2-5 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
<l== G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-5 ——>
<{l-= G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-5 —>
<originalText>G. k. 4.r.9. 1<{/originalText>
<!-- G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-5 ——>
</formCode>
<{/kindOfProduct>
<{/instanceOfKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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”>
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-5
-—>
<{!== G.k.4.r.11.2b: Parent Route of Administration TermID #2-5 —>



<originalText>G.k.4.r.11.1<{/originalText>
{!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-5 ——>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!--= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-6 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r.8<{/text>
<!-— G.k.4.r.8: Dosage Text #2-6 —>
(effectiveTime xsi:type="SXPR_TS”>
<{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<= G.k.4.71.2: Number of Units in the Interval #2-6 —>
{l— G.k.4.71.3: Definition of the Time Interval Unit #2-6 —>
<{/comp>
{comp xsi:type="IVL_TS” operator="A">
<{width value="4" unit="G.k. 4.r.6b"/>
<!-— G.k.4.r.6a: Duration of Drug Administration (number) #2-6 ——>
<!-— G.k.4.r.6b: Duration of Drug Administration (unit) #2-6 ——>
{/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”>
{l-= G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-6 —>
<{l-= G.k.4.1.10.2b: Route of Administration TermID #2-6 ——>
<originalText>G. k. 4. r. 10. 1</originalText>
{l-= G.k.4.r.10.1: Route of Administration (free text) #2-6 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{|-= G.k.4.r.1a Dose (number) #2-6 —>
(- G.k.4.1.1b: Dose (unit) #2-6 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
{productlnstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
(== G.k.4.r.7: Batch / Lot Number #2-6 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G. k. 4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
<l-= G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-6 ——>
{l-= G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-6 —>
<originalText>G. k. 4.1.9. 1<{/originalText>
<!-- G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-6 ——>
<{/formCode>
<{/kindOfProduct>
</instanceOfKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<{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”>
{l-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-6
-—>
(== G.k.4.r.11.2b: Parent Route of Administration TermID #2-6 —>
<originalText>G.k.4.r.11.1<{/originalText>
<I-— G.k.4.r.11.1: Parent Route of Administration (free text) #2-6 ——>
<{/value>
{/observation>
<{/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —>



{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r.8<{/text>
<!-— G.k.4.r.8: Dosage Text #2-7 —>
(effectiveTime xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
{l-= G.k.4.r.2: Number of Units in the Interval #2-7 —>
<{l-= G.k.4.1.3: Definition of the Time Interval Unit #2-7 —>
{/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”>
{l-—= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-7 ——>
{l-= G.k.4.r.10.2b: Route of Administration TermID #2-7 —>
{originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-—— G.k.4.71.10.1: Route of Administration (free text) #2-7 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{I— G.k.4.r.1a Dose (number) #2-7 —>
(== G.k.4.r.1b: Dose (unit) #2-7 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</1lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #2-7 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r. 9. 2a">
<{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7 ——>
{l-—— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-7 ——>
{originalText>G. k. 4.r.9. 1</originalText>
<{l-= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
{/formCode>
</kindOfProduct>
{/instance0fKind>
</consumable>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<{code code="28" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<{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”>
(== G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-7
-—>
(== G.k.4.r.11.2b: Parent Route of Administration TermID #2-7 —>
<originalText>G. k. 4.r.11.1<{/originalText>
{!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-7 ——>
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l== G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-8 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r.8{/text>
(== G.k.4.r.8: Dosage Text #2-8 —>
{effectiveTime xsi:type="IVL_TS”>
{low value="20090101"/>
(== G.k.4.r.4: Date and Time of Start of Drug #2-8 —>
{/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”>
<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-8 ——>
<{l-= G.k.4.1.10.2b: Route of Administration TermID #2-8 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<l-= G.k.4.1.10.1: Route of Administration (free text) #2-8 ——>
<{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!-= G.k.4.r.1a Dose (number) #2-8 —>



{l—— G.k.4.1.1b: Dose (unit) #2-8 —>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST”>
<{productlnstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!== G.k.4.r.7: Batch / Lot Number #2-8 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G. k. 4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-8 ——>
{l-= G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-8 —>
{originalText>G. k. 4.r.9.1<{/originalText>
<{l-— G.k.4.71.9.1: Pharmaceutical Dose Form (free text) #2-8 —>
</formCode>
<{/kindOfProduct>
{/instanceOfKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<{code code="28" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<(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”>
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-8
-—>
<{!== G.k.4.r.11.2b: Parent Route of Administration TermID #2-8 —>
<originalText>G.k.4.r.11.1<{/originalText>
{!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-8 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!--= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-9 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<!-- G.k.4.r.8: Dosage Text #2-9 —>
(effectiveTime xsi:type="IVL_TS”>
<high value="20090101"/>
{l-= G.k.4.r.5: Date and Time of Last Administration #2-9 —>
{/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”>
<{l-= G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-9 ——>
<l-= G.k.4.r.10.2b: Route of Administration TermID #2-9 —>
<{originalText>G. k. 4. r. 10. 1<{/originalText>
<{l-— G.k.4.1.10.1: Route of Administration (free text) #2-9 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
(- G.k.4.r.1a Dose (number) #2-9 —>
<!-— G.k.4.1.1b: Dose (unit) #2-9 ——>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
<!-— G.k.4.r.7: Batch / Lot Number #2-9 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a”>
<{l-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-9 ——>
<{l-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-9 ——>
<originalText>G. k.4.1.9. 1<{/originalText>
<l-= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-9 ——>
{/formCode>
<{/kindOfProduct>
{/instance0fKind>



</consumable>
<{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<{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">
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-9
-—>
{!-= G.k.4.r.11.2b: Parent Route of Administration TermID #2-9 —>
<originalText>G. k. 4. r.11. 1</originalText>
<{!== G.k.4.r.11.1: Parent Route of Administration (free text) #2-9 ——>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #2-10 ——>
CeffectiveTime xsi:type="IVL_TS”>
<{width value="4" unit="G.k.4.r.6b"/>
<l-= G.k.4.r.6a: Duration of Drug Administration (number) #2-10 —>
<l-= G.k.4.r.6b: Duration of Drug Administration (unit) #2-10 —>
{/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”>
{l-= G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-10 —>
<{l-— G.k.4.1.10.2b: Route of Administration TermID #2-10 —>
<originalText>G. k. 4. r. 10. 1</originalText>
{l-= G.k.4.r.10.1: Route of Administration (free text) #2-10 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.r.1la Dose (number) #2-10 —>
(- G.k.4.71.1b: Dose (unit) #2-10 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
<|== G.k.4.r.7: Batch / Lot Number #2-10 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND”>
{formCode code="G. k. 4.r.9.2b” codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a">
<l== G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-10 —>
{l-= G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-10 —>
<originalText>G. k. 4.r.9. 1</originalText>
<!-- G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-10 —>
</formCode>
<{/kindOfProduct>
<{/instanceOfKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<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”>
{!-= G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-10
-—>
{!== G.k.4.r.11.2b: Parent Route of Administration TermID #2-10 ——>
<originalText>G.k.4.r.11.1<{/originalText>
{I--— G.k.4.r.11.1: Parent Route of Administration (free text) #2-10 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>



{/outboundRelationship2>
<outboundRelationship2 typeCode="SUMM”>
{observation classCode="0BS” moodCode="EVN">
{code code="14" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="cumulativeDoseToReaction”/>
<{value xsi:type="PQ” value="10" unit="G.k.5b”/>
<{l-— G.k.ba: Cumulative Dose to First Reaction (number) #2 —>
<{!-—— G.k.5b: Cumulative Dose to First Reaction (unit) #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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"/>
<{!-— G.k.6a: Gestation Period at Time of Exposure (number) #2 ——>
(== G.k.6b: Gestation Period at Time of Exposure (unit) #2 ——>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” 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.9.1i.4” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.16”
codeSystemVersion="1.0"/>
(== G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #1 ——>
<outboundRelationshipl typeCode="REFR”>
{actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6F4657F" />
{/actReference>
<{/outboundRelationshipl>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” 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.9.1i.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.16”
codeSystemVersion="1.0"/>
{!--= G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #2 ——>
<outboundRelationshipl typeCode="REFR”>
{actReference classCode="0BS” moodCode="EVN">
{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
<{/outboundRelationshipl>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” 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”7
codeSystemVersion="1.0"/>
<{!-— G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #2-1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” 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"/>
{!-= G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #2-2 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” 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>
(== G.k.11: Additional Information on Drug (free text) #2 —>
{/observation>
{/outboundRelationship2>
<{inboundRelationship typeCode="RSON">
{observation classCode="0BS” 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">
(== G.k.7.1.2a: MedDRA Version for Indication #2-1 —>
{l-= G.k.7.r.2b: Indication (MedDRA code) #2-1 —>
{originalText>G. k. 7.r. 1<{/originalText>
<!-- G.k.7.r.1: Indication as Reported by the Primary Source #2-1 ——>
<{/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>
</inboundRelationship>
{inboundRelationship typeCode="RSON">
{observation classCode="0BS” 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”">
{l-= G.k.7.r.2a: MedDRA Version for Indication #2-2 —>
{l-—= G.k.7.1.2b: Indication (MedDRA code) #2-2 —>
<originalText>G. k. 7.r. 1<{/originalText>
{!-= G.k.7.r.1: Indication as Reported by the Primary Source #2-2 ——>
{/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>
</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"/>
<!-— G.k.8: Action(s) Taken with Drug #2 ——>
{Jact>
</inboundRelationship>
{/substanceAdministration>
{/component>
{/organizer>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1. 11”7 codeSystemVersion="1.0"
displayName="185r DMEZL" />
{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
{code code="7" codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="Ji H[F1%" />
<(value xsi:type="INT” value="1"/>
<I-- @@@J2.13.r.1: A #1 —>
<{/observation>
<{/component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<{code code="8" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="%fSEH"/>
<(value xsi:type="ED”>J2.13.r.2</value>



<-— @00J2.13.1.2: XRIEHE #1 —>
{/observation>
{/component>
<{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
{code code="9" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="BAF+0"/>
<(value xsi:type="CE” code="J2.13.r.3” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.7”
codeSystemVersion="1.0"/>
<I-- @0@J2.13.r.3: BEZEH #1 —
{/observation>
{/component>
<{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="4#% K th DIEF|I DO HE” />
{value xsi:type="BL” value="true”/>
<{I-- @0@J2.13.r.4: FHEPOIEFIDOFHE 41 —>
{/observation>
</component>
{/organizer>
{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1. 11”7 codeSystemVersion="1.0"
displayName="{R5x DHEE" />
{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="Jm H[E14” />
<(value xsi:type="INT” value="1"/>
<I-- @eej2.13.r.1: JmHEE #2 —>
</observation>
<{/component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<{code code="8" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="%f K" />
<(value xsi:type="ED”>J2.13.r.2</value>
< @00J2. 13.1.2: XIRIRE #2 —>
{/observation>
<{/component>
<{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<{code code="9" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="BAF+0"/>
<value xsi:type="CE” code="J2.13.r.3” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1. 7"
codeSystemVersion="1.0"/>
<l-- @00J2. 13.7.3: BAFA #2 —>
{/observation>
{/component>
<{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16.840. 1. 113883. 3. 989.5.1.3.2.1.10” codeSystemVersion="1.0"
displayName="4%ZEth DIEF|I DO H />
<{value xsi:type="BL” value="false”/>
<{I-- @0@J2.13.r.4: FHEPOIEHFIDOFHE 42 —>
{/observation>
{/component>
{/organizer>
{/subject0f2>
{/primaryRole>
{/subject1>
<component typeCode="COMP”>
{causalityAssessment classCode="0BS” 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"/>



<!-= G.k.1: Characterisation of Drug Role Drug #1 ——>
{subject2 typeCode="SUBJ”>
<{productUseReference classCode="SBADM” moodCode="EVN">
<{id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
{/productUseReference>
<{/subject2>
{/causalityAssessment>
{/component>
{component typeCode="COMP”>
{causalityAssessment classCode="0BS” 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"/>
{!-= G.k.1: Characterisation of Drug Role Drug #2 —>
{subject2 typeCode="SUBJ”>
<{productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45c¢7-92dd-69¢06730c3a9” />
{/productUseReference>
{/subject2>
{/causalityAssessment>
{/component>
<{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<{code code="39" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="causality”/>
<{value xsi:type="ST”>G.k.9.1i.2.r.3<{/value>
<J-—G.k.9.1.2.r.3: Result of Assessment Drug #1, Reaction #1, Assessment #1 ——>
<{methodCode>
{originalText>G.k.9.1.2.r.2<{/originalText>
<1-—G.k.9.1.2.r.2: Method of Assessment Drug #1, Reaction #1, Assessment #1 ——>
</methodCode>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code>
<originalText>G. k. 9.1i.2.r.1<{/originalText>
<J-—G.k.9.1i.2.r.1: Source of Assessment Drug #1, Reaction #1, Assessment #1 —>
{/code>
{/assignedEntity>
{/author>
<{subjectl typeCode="SUBJ”>
{adverseEffectReference classCode="0BS” moodCode="EVN">
{id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/adverseEffectReference>
<{/subject1>
{subject2 typeCode="SUBJ”>
<{productUseReference classCode="SBADM” moodCode="EVN">
{id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
{/productUseReference>
{/subject2>
{/causalityAssessment>
{/component>
{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
{code code="39" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="causality”/>
<{value xsi:type="ST”>G.k.9.1i.2.r.3<{/value>
<1--G.k.9.1.2.1.3: Result of Assessment Drug #1, Reaction #2, Assessment #1 ——>
<methodCode>
{originalText>G.k.9.1.2.r.2</originalText>
<1--G.k.9.1i.2.1.2: Method of Assessment Drug #1, Reaction #2, Assessment #1 —>
<{/methodCode>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code>
<originalText>G. k. 9.1i.2.r.1<{/originalText>
<J-—=G.k.9.1i.2.r.1: Source of Assessment Drug #1, Reaction #2, Assessment #1 —>
{/code>
{/assignedEntity>



{/author>
{subjectl typeCode="SUBJ”>
{adverseEffectReference classCode="0BS” moodCode="EVN">
{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/adverseEffectReference>
<{/subject1>
{subject2 typeCode="SUBJ”>
<{productUseReference classCode="SBADM” moodCode="EVN">
{id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
{/productUseReference>
{/subject2>
{/causalityAssessment>
{/component>
<{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<{code code="39" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="causality”/>
<{value xsi:type="ST”>G.k.9.1i.2.r.3<{/value>
<1--G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #1 ——>
<{methodCode>
{originalText>G.k.9.1.2.r.2<{/originalText>
<1--G.k.9.1i.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #1 —>
</methodCode>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code>
<originalText>G. k. 9.1i.2.r.1<{/originalText>
<J-—=G.k.9.i.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
{/code>
{/assignedEntity>
</author>
{subjectl typeCode="SUBJ”>
{adverseEffectReference classCode="0BS” moodCode="EVN">
<{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/adverseEffectReference>
<{/subject1>
{subject2 typeCode="SUBJ”>
<{productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45c¢7-92dd-69¢06730c3a9” />
{/productUseReference>
{/subject2>
{/causalityAssessment>
{/component>
{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<{code code="39" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="causality”/>
<{value xsi:type="ST”>G.k.9.1i.2.r.3<{/value>
<1--G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 ——>
<methodCode>
{originalText>G.k.9.1.2.r.2<{/originalText>
<1--G.k.9.1i.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #2 —>
<{/methodCode>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code>
<originalText>G. k. 9.1i.2.r.1<{/originalText>
- G.k.9.1i.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #2 ——>
{/code>
{/assignedEntity>
{/author>
{subjectl typeCode="SUBJ”>
{adverseEffectReference classCode="0BS” moodCode="EVN">
<{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/adverseEffectReference>
<{/subject1>
<{subject2 typeCode="SUBJ”>
<{productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45c¢7-92dd-69¢06730c3a9” />



{/productUseReference>
{/subject2>
{/causalityAssessment>
{/component>
<{componentl typeCode="COMP”>
{observationEvent classCode="0BS” 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. 2<{/value>
<!-— H.2: Reporter’ s Comments ——»
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code code="3" codeSystem="2. 16. 840. 1. 113883.3.989.2. 1. 1.21” codeSystemVersion="1.0"
displayName="sourceReporter”/>
{/assignedEntity>
{/author>
{/observationEvent>
{/component1>
<{componentl typeCode="COMP”>
{observationEvent classCode="0BS” 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. 1la”/>
<!-— H.3.r.1a: MedDRA Version for Sender’ s Diagnosis / Syndrome and / or Reclassification of Reaction
Event #1 —>
<!== 1. 3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA
code) #1 —>
<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>
{/component1>
<{componentl typeCode="COMP”>
<observationEvent classCode="0BS” 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. 1la”/>
<!-— H.3.r.1a: MedDRA Version for Sender’ s Diagnosis / Syndrome and / or Reclassification of Reaction
Event #2 —>
<!==H.3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA
code) #2 —>
<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>
{/component1>
<{componentl typeCode="COMP”>
<observationEvent classCode="0BS” 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>
<!-- 1. 4: Sender’s Comments ——>
<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>
{/component1>
{component]l typeCode="COMP”>



{observationEvent classCode="0BS” moodCode="EVN">
<{code code="3" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10”
RETICHT DA />
<{value xsi:type="ED">J2.7.2</value>
- 000J2.7.2: RFETICHTL3AS —>
{/observationEvent>
{/component1>
<{componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.107
JERYUAE O W K A />
<{value xsi:type="ED”>J2.9</value>
<1-- 000J2.9: FRYYEDWMME —>
{/observationEvent>
{/component1>
<{componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="5" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10”

N
=N

% DX />
<{value xsi:type="ED”>J2.10</value>
<I-- @0@J2.10: A% OXIG —>
{/observationEvent>
</component1>
{component]l typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="6" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10”
ZOMSEREEE"/>
<{value xsi:type="ED”>J2.11<{/value>
<l @00J2. 11: ZTOMBEFESE —>
{/observationEvent>
{/component1>
<{componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10”
WENEOE R />
<{value xsi:type="ED”>J2.16</value>
- 000]2. 16: WENEFEOTLR —>
{/observationEvent>
{/component1>
<{componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10”
%5 17/>
<value xsi:type="ED”>J2.19</value>
<1-- @00J2.19: & 1 —>
{/observationEvent>
</component1>
<{component]l typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="14" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10”
E%52"/>
<{value xsi:type="ED”>J2.20</value>
<I-- @00J2.20: fF&E2 —>
{/observationEvent>
{/component1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="15" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1.10”
#8537 />
<{value xsi:type="ED”>J2.21</value>
<1-- @@0J2.21: fi§i#% 3 —>
{/observationEvent>
{/component1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10”
%5 47/>
<value xsi:type="ED”>J2.22</value>
<1-- 000J2.22: fF#E 4 —>

codeSystemVersion="1.0"

codeSystemVersion="1.0"

codeSystemVersion="1.0"

codeSystemVersion="1.0"

codeSystemVersion="1.0"

codeSystemVersion="1.0"

codeSystemVersion="1.0"

codeSystemVersion="1.0"

codeSystemVersion="1.0"

displayName="

displayName="

displayName="

displayName="

displayName="

displayName="

displayName="

displayName="

displayName="



{/observationEvent>
</component1>
</adverseEventAssessment>
<{/component>
<{component typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="1" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="additionalDocumentsAvailable”/>
<{value xsi:type="BL” value="true”/>
(== C.1.6.1: Are Additional Documents Available? —>
{/observationEvent>
{/component>
<{component typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="23" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="1ocalCriteriaForExpedited”/>
<{value xsi:type="BL” value="true”/>
{l-= C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? ——>
{/observationEvent>
{/component>
{component typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="36" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="summaryAndComment” />
<value xsi:type="ED” language="H.5.r.1b”">H. 5. r. la</value>
<!-— H.5.r.1la: Case Summary and Reporter’ s Comments Text #1 —>
{!-—= H.5.r.1b: Case Summary and Reporter’s Comments Language #1 ——>
<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="0BS” moodCode="EVN">
{code code="36" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="summaryAndComment” />
<value xsi:type="ED” language="H.5.r.1b”">H. 5. r. la</value>
<l-— H.5.r.1la: Case Summary and Reporter’s Comments Text #2 —>
{!-— H.5.r.1b: Case Summary and Reporter’ s Comments Language #2 ——>
<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>
<outboundRelationship typeCode="SPRT”>
<{relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code code="1" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.22” codeSystemVersion="1.0"
displayName="initialReport”/>
<{subject0f2 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"/>
{!-= C.1.8.2: First Sender of This Case —>
{/assignedEntity>
{/author>
<{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
<{/outboundRelationship>
<{outboundRelationship typeCode="SPRT”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlavor="NA"/>



<{subject0f2 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"/>
<l-=C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary)

#1 —>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
<{/outboundRelationship>
<{outboundRelationship typeCode="SPRT”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlavor="NA"/>
<{subject0f2 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"/>
<!-=C.1.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary)
#2 —>
<{/controlActEvent>
{/subject0f2>

{/relatedInvestigation>
<{/outboundRelationship>
<{outboundRelationship typeCode="SPRT”>
<priorityNumber value="1"/>
{!-= C.2.r.5: Primary Source for Regulatory Purposes #l ——>
<{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”/>
<{subject0f2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<{addr>
{streetAddressLine>C. 2. r. 2. 3{/streetAddressLine>
<{l-=C.2.r.2.3: Reporter’ s Street #1 —>
city>C.2.1.2.4</city>
<!=—C.2.r.2.4: Reporter’s City #1 —>
{state>C. 2. r.2.5<{/state>
(== C.2.1r.2.5: Reporter’s State or Province #1 —>
<{postalCode>C. 2. r. 2. 6</postalCode>
<{l-=C.2.1.2.6: Reporter’ s Postcode #1 —>
<{/addr>
{telecom value="tel:C.2.1r.2.7"/>
<l-— C.2.r.2.7: Reporter’ s Telephone #1 —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<{name>
<prefix>C. 2. r. 1. 1</prefix>
<l-=C.2.r.1.1: Reporter’s Title #1 —>
{given>C. 2.r.1.2</given>
<l-—C.2.r.1.2: Reporter’s Given Name #1 ——>
{given>C. 2. 1. 1.3</given>
<l-—C.2.r.1.3: Reporter’s Middle Name #1 —>
{family>C. 2. r.1.4</Tamily>
<l-=C.2.r.1.4: Reporter’s Family Name #1 ——>
</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"/>
{l-=C.2.r.4: Qualification #1 —>
</asQualifiedEntity>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE”>
<{code code="C.2.1.3” codeSystem="1.0.3166.1.2.27/>
<l-=C.2.r.3: Reporter’s Country Code #1 —>
{/location>
</asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>C. 2. r. 2. 2</name>
{l-= C.2.1.2.2: Reporter’ s Department #1 —>
<assignedEntity classCode="ASSIGNED”>



<{representedOrganization classCode="0RG” determin
<name>C. 2. r. 2. 1<{/name>
{!--=C.2.r.2.1: Reporter’s Organisation #1 —>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
{/assignedEntity>
{/author>
<{/controlActEvent>
{/subject0f2>
{/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”
displayName="sourceReport”/>
{subject0f2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<addr>
{streetAddressLine>C. 2. r. 2. 3{/streetAddressLine>
{l-=C.2.1.2.3: Reporter’ s Street #2 —>
<city>C.2.r.2.4</city>
<l-—C.2.r.2.4: Reporter’s City #2 —>
{state>C. 2. r.2.5<{/state>
{!-=C.2.1.2.5: Reporter’s State or Province #2 ——>
<{postalCode>C. 2. r. 2. 6</postalCode>
{l-=C.2.1.2.6: Reporter’s Postcode #2 —>
<{/addr>
{telecom value="tel:C.2.r.2.7"/>
(I--C.2.1.2.7: Reporter’ s Telephone #2 ——>

erCode="INSTANCE”>

codeSystemVersion="1.0"

<assignedPerson classCode="PSN” determinerCode="INSTANCE”>

<{name>
<prefix>C. 2. r. 1. 1<{/prefix>
<l-— C.2.r.1.1: Reporter’s Title #2 —>
<{given>C.2.r.1.2</given>
<l-—C.2.r.1.2: Reporter’s Given Name #2 ——>
{given>C. 2.r.1.3</given>
<l-—C.2.r.1.3: Reporter’s Middle Name #2 ——>
{family>C. 2. r. 1.4</family>
<l-— C.2.r.1.4: Reporter’s Family Name #2 —>
</name>
<asQualifiedEntity classCode="QUAL”>
{code code="C.2.r.4” codeSystem="2. 16. 840. 1. 11388
{l-——C.2.1.4: Qualification #2 —>
<{/asQualifiedEntity>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="1INS
<code code="C.2.r.3” codeSystem="1.0.3166.1.2.2
(== C.2.r.3: Reporter’ s Country Code #2 ——>
{/location>
{/asLocatedEntity>
{/assignedPerson>

3.3.989.2.1.1.6” codeSystemVersion="1.0"/>

TANCE”>
"y

{representedOrganization classCode="0RG” determinerCode="INSTANCE”>

<name>C. 2. r. 2. 2</name>
<!-—C.2.r.2.2: Reporter’s Department #2 ——>
<assignedEntity classCode="ASSIGNED”>
<{representedOrganization classCode="0RG” determin
<name>C. 2. r. 2. 1{/name>
<l-— C.2.r.2.1: Reporter’ s Organisation #2 ——>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
{/assignedEntity>
</author>
<{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>

erCode="TNSTANCE”>



<{/outboundRelationship>
{subjectOfl typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<author 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"/>
<l-=C.3.1: Sender Type —>
<{addr>
{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
{l-=C.3.4.1: Sender’s Street Address ——>
{city>C.3.4.2<{/city>
{l--C.3.4.2: Sender’s City —>
{state>C. 3. 4. 3{/state>
{l-=C.3.4.3: Sender’s State or Province —>
{postalCode>C. 3. 4. 4</postalCode>
{l-=C.3.4.4: Sender’s Postcode —>
{/addr>
<{telecom value="tel:C.3.4.6"/>
<{]-=C.3.4.6: Sender’ s Telephone —>
{telecom value="fax:C.3.4.7"/>
(== C.3.4.7: Sender’s Fax —>
{telecom value="mailto:C.3.4.8"/>
{1--C.3.4.8: Sender’s E-mail Address —>
{assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<{name>
<{prefix>C. 3. 3. 2</prefix>
{|--C.3.3.2: Sender’s Title —>
{given>C. 3. 3. 3</given>
(- C.3.3.3: Sender’s Given Name —>
<{given>C. 3. 3. 4{/given>
(- C.3.3.4: Sender’s Middle Name —>
{family>C. 3. 3. 5</family>
{!--C.3.3.5: Sender’s Family Name —>
</name>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE”>
<{code code="C.3.4.5” codeSystem="1.0.3166.1.2.27/>
{l-=C.3.4.5: Sender’s Country Code —>
{/location>
{/asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>C. 3. 3. 1<{/name>
<l-=C.3.3.1: Sender’s Department —>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<{name>C. 3. 2<{/name>
<{!-=C.3.2: Sender’s Organisation ——>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
{/assignedEntity>
{/author>
{primaryInformationRecipient typeCode="PRCP”>
<assignedEntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<{name>
<prefix>]J2. 18. 2</prefix>
<I-- @00J2.18.2: ZfFH JHEZ —
{family>]J2.18.3</family>
<I-- @0@J2.18.3: Z{FH W —>
{given>J2. 18. 4</given>
- @00J2.18.4: ZfE4 & -
</name>
{/assignedPerson>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>J2. 18. 1<{/name>
<I-- @0eJ2.18.1: ZfEH M4 —

{/representedOrganization>



{/assignedEntity>
{/primaryInformationRecipient>
</controlActEvent>
<{/subject0f1>
{subjectOfl typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.1.1” extension="C.1.9.1.r.2” root="2.16.840.1.113883.3.989.2.1.3.3"/>
<I-—C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #l —>
{]-=C.1.9.1.r.2 Case Identifier(s) #1 —>
{/controlActEvent>
{/subject0f1>
{subjectOfl typeCode="SUBJ">
{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"/>
{!-=C.1.9.1.1.1: Source(s) of the Case ldentifier (repeat as necessary) #2 —>
{1-—=C.1.9.1.1.2 Case Identifier(s) #2 —>
{/controlActEvent>
{/subject0f1>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1. 0"
displayName="1ichReportType”/>
<(value xsi:type="CE” code="C.1.3” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.2” codeSystemVersion="1.0"/>
{l-=C.1.3 Type of Report —>
<{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” 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”/>
{1-=C.1.9.1 Other Case Identifiers in Previous Transmissions ——>
<{/investigationCharacteristic>
<{/subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” 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"/>
<l-— C.1.11.1: Report Nullification / Amendment ——>
{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1. 0"
displayName="nullificationAmendmentReason”/>
<value xsi:type="CE”>
<{originalText>C. 1. 11.2</originalText>
(= C.1.11.2: Reason for Nullification / Amendment ——>
{/value>
<{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<{code code="1" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1.12” codeSystemVersion="1.0" displayName="5%k%!|
FTs WENE) 7/,
<{value xsi:type="CE” code="]J2.1a” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1”
codeSystemVersion="1.0"/>
<I-- 000J2. 1a: #HIFS (BESE) —
<{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.12” codeSystemVersion="1.0" displayName="4}%F
EHBA"/>
<{value xsi:type="TS” value="20130107"/>
<I--@eeJ2.2.1: WMEEHEA —>
{/investigationCharacteristic>
{/subject0f2>



<{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<{code code="3" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.12”
EREBICEAT22 AN/
<(value xsi:type="ED”>J2.2.2</value>
<-- 000J2.2.2: MEERFERICHT2aA b -
{/investigationCharacteristic>
{/subject0f2>
<{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<{code code="4" codeSystem="2.16.840. 1.113883.3.989.5.1.3.2.1.12”
wE7Z7 77>

<value xsi:type="CE” code="]J2.3” codeSystem="2.16.840. 1. 113883. 3.

<I-- @00]2.3: AL~ Z 7 —>
<{/investigationCharacteristic>
<{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<{code code="5" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.12”
KRG T Z 77>

<{value xsi:type="CE” code="J2.8.1” codeSystem="2.16. 840. 1. 113883

codeSystemVersion="1.0"/>
- 000J2.8.1: WERARNT T 7 —>
<{/investigationCharacteristic>
<{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<{code code="6" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.12”
RGN OER" />
<{value xsi:type="ED">J2.8.2</value>
<I-- 000J2.8.2: HEMRAOHE —>
{/investigationCharacteristic>
{/subject0f2>
{/investigationEvent>
{/subject>
{/controlActProcess>
</PORR_IN049016UV>
<!-- Message #1 —>
<l-— Message #2 —>
<!-— PORR_IN049016UV —>
<!-- /PORR_IN049016UV ——>
<l-— Message #2 —>
{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"/>
<{!-= N.1.4: Batch Receiver Identifier —>
{/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"/>
<{!-= N.1.3: Batch Sender Identifier ——>
{/device>
{/sender>
</MCCI_IN200100UV01>
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codeSystemVersion="1.0" displayName="E[Ji¥

989.5.1.3.2.1.2” codeSystemVersion="1.0"/>

codeSystemVersion="1.0" displayName="4%5

3.989.5.1.3.2.1.6”

codeSystemVersion="1.0" displayName="4%5
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JBAGEE L AT LMEHMT —2HA (JIEA) Rk

J2.1a HIES (WELE)

TH H #iH] IO 11, G (A S <SHEDEHERT,

RUHLUT 5 MK S XS T O MENEABIRL CRidll T 2.

T — & Al 2A

A B 5 2R

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'[@moodCode='"EVN'l/subjectOf2[@typeCode='"SUBJ'][inve
stigationCharacteristic/code[@code="1'l[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'[1[1]/investigationCharacteristic[@class Code='"OBS'l [@mood Code="EVN'
Ivaluel@xsi‘type='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1'/@code

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-

(codeSystem | org:v3

Version) MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod

e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/subjectOf2[@typeCode="SUBJ'l[inve
stigationCharacteristic/code[@code="1'[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'[1[1]/investigationCharacteristic[@class Code='"OBS'l [@mood Code="EVN'
Ivaluel@xsiitype='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1'/@code

SystemVersion

J2.1b BAES (FF)

HHBH FRE DM G- L7k G 5 2 R,

RLET A FWIZOWTIE, BTHE - RETHREOAMMIZEAD L, ML T5, £z, F
THRUBEIZOWTIE, BEN G LSRR S A RET D, SE TG RETEIET
HOHITPNDLTHE G, RHBZZEME T2 L L L, I L 201E 5
DI EZ S > TR T 725,

Vamb i 8N

FFAE ML

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-

org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV [r]/controlActProcess[@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'][@moodCode="EVN'/id[@root='2.16.840.1.113883.3.989.5.
1.3.2.3.1'l[1)/@extension




J2.2.1 #WEEREHA

THH B VEHREICONWT, MEORR LD A%7R7, @, HHIE 228 &0 20 5 1 HA#E
LIEBEBHE 2 51 XIHE 273 R 1 HITED L FHA M -T2 A LD,

oL WaRiS AR CCYYMMDD & CRtfi 35 = &,

7 — A Al CCYYMMDDhhmmss.UUUU[+ | -ZZzz]

FFAE EER)

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/subjectOf2[@typeCode='"SUBJ'l[inve
stigationCharacteristic/code[@code="2'[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'[1[1]/investigationCharacteristic[@class Code='"OBS'l [@mood Code="EVN'
Ivaluel@xsi:type="TS'l/@value

J2.22 WMERBEACETDI=ALE

TH H B [J2.21 MEERFE A IZoWT, BTIORTHEE, SHPLERGEICHHT 5,

CHHIZENT, TCLA FEHRIEN O RMICHENAFENTH] & [J2.2.1 #ifik
BRI BNRRLGE

RIS 228 2k 20 #5 1 AT L <1355 5 TGS 2 5 1 SUXHE 273 -5 1 THISE D 5
HHIRZEE LT\ D Z & A BOEIREER IS ERFIEGRIRGE M ifE L T D
e

- 30 (T 15) HUHNOBMERR THDH LBEZXATWL A, F1MERET DA
(BEAMERICE Y 16 (X 7) BLURNOREDORR TH D Z LI L5

RLHUT A 7L

T — & Al 10000AN

FFAE SR

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'l/subjectOf2[@typeCode='"SUBJ'|[inve
stigationCharacteristic/code[@code='3"1[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'l[1]/investigationCharacteristic/@classCode="OBS'l[@mood Code="EVN'
Ivaluel@xsi:type="ED'l/text()

J2.3 BR#HE 7 Z 7

TH H i RIVEREGI . RAYEREG] s M OSMEHTE S 123V T, BIRERE D56, AR
HZG#T 5,
FL T A FETLOGAOR T1=AIFHE ] ZR#ld 52 L,




Vamb i 1N

A 1=

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'[@moodCode='"EVN'l/subjectOf2[@typeCode='"SUBJ'][inve
stigationCharacteristic/code[@code="4'[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'[1[1]/investigationCharacteristic[@class Code='"OBS'l [@mood Code="EVN'
I/valuel@xsi:type="CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2'l/@code

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-

(codeSystem | org:v3

Version) MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod

e='"CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/subjectOf2[@typeCode="SUBJ'l[inve
stigationCharacteristic/code[@code="4'[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'[1[1]/investigationCharacteristic[@class Code='"OBS'l [@mood Code="EVN'
I/valuel@xsiitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2'l/@

codeSystemVersion

J2.4k FERMEFORILK S

TH H @ ETOMHEIED S B, BAEIRL UL ARBREICOW TR &R,

e RS BIALS K Vi) 2 — MEZ IR L CTRidiT 5.
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo
odCode="EVN'l/subject1[@typeCode='SBJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='4'] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer[@classCode='"CATEGORY'l [@mood Code="E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="TNST']/kind OfProduct[@classCode="MM
AT'l[@determinerCode="KIND'l/asManufacturedProduct[@classCode="MANU'l/su
bjectOf[@typeCode="SBdJ'l[characteristic][1]/characteristic[code[@code="1"][@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.10'l[1][@classCode='"OBS'] [@mood Cod
e='"EVN'l/valuel[@xsi:type='"CE'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
3'l/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo
odCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='4'] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer[@classCode='CATEGORY'l [@mood Code="E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="TNST']/kind OfProduct[@classCode="MM
AT'l[@determinerCode="KIND'l/asManufacturedProduct(@classCode="MANU'l/su
bjectOf[@typeCode="SBdJ'l[characteristic][1]/characteristic[code[@code="1"][@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.10'l[1][@classCode='"OBS'| [@mood Cod
e='"EVN'l/valuel[@xsi:type='"CE'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
3'l/@codeSystemVersion

J2.6.k —RAERBED Y 27 XK 5%E

HARY | 2 TOREED > b, FLERS DS — RS UL B HERR O, —HE
Sdh oD U A 2 [y SUTTHREIE IR 2 L < R M R I T 5 2 L &R T
HTE | AR5 X Vi) S — FIEA IR L G 5 2




BRI W T— IR ERSOEA L, T01=FE—EEREY . [02=>59 " HEK
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- RIS IC B W TR RS IR FEEIE L OBEA 1L, [05=3E R G IRFEEIR N, | A5
#HIorZ L

2AN

B 5 2

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'l[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode='"INVSBJ'
l/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST']/kind OfProduct[@classCode="MM
AT'l[@determinerCode="KIND'l/asManufacturedProduct(@classCode=MANU'l/su
bjectOfl@typeCode='SBd'l[approvall[1]/approval[@classCode='"CNTRCT'l [@mood
Code="EVN'l/pertinentInformation[@typeCode="PERT'][1]/policy[@classCode="PO
LICY'l[@moodCode="EVN'l/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
4'/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='"CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'l[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode='"INVSBJ'
l/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="TNST']/kind OfProduct[@classCode="MM




AT'l[@determinerCode="KIND'l/asManufacturedProduct(@classCode="MANU'l/su
bjectOf[@typeCode="'SBd'l[approvall[1]/approval[@classCode='"CNTRCT'l [@mood
Code="EVN'l/pertinentInformation[@typeCode="PERT'][1]/policy[@classCode="PO
LICY'l[@moodCode="EVN'l/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
4'|/@codeSystemVersion

J2.6.k —RAEEKLZEDATRER

TH H Fi A ETOWEKD 5 5, BAEIS DS — MR ER S TR R EE G OLE O ANFHEHE
TR,

RUHUT 5 BARE S XV @2 — MEAZEIRL TRi#iT 52 &,

T — 4 1A

FFAE R 5 M

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-

(value) org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG' [@mo
odCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='4'] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer[@classCode='"CATEGORY'l [@mood Code="E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST'l/subjectOf[@typeCode='"SBJ']/obse
rvationEvent[code[@code="2'] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
11{1][@classCode="OBS'l[@mood Code='"EVN'l/value[@xsi:type='"CE'l[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'l/@code




XPath
(null

flavor)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo
odCode="EVN'l/subject1[@typeCode='SBJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='4'] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer[@classCode='"CATEGORY'l [@mood Code="E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id][1]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST'l/subjectOf[@typeCode='"SBJ'l/obse
rvationEvent[code[@code="2'] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
11{1][@classCode="OBS'l[@mood Code='"EVN'l/valuel@xsi:type='"CE'l[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@nullFlavor

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'[@mo
odCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='4'] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer[@classCode='"CATEGORY'l [@mood Code="E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST'l/subjectOf[@typeCode='"SBJ']/obse
rvationEvent[code[@code="2'] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
11{1][@classCode="OBS'l[@mood Code='"EVN'l/valuel@xsi:type='"CE'l[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@codeSystem Version
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'][@moodCode="EVN']/statusCode/@code
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0dCode='"EVN'l/component1[@typeCode="COMP'][observationEvent[code[@code="
3'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l]][1]/observationEvent[@c
lassCode='"OBS'l[@moodCode='"EVN'l/valuel@xsi:type='"ED'l/text()
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'[@moodCode='"EVN'l/subjectOf2[@typeCode='"SUBJ'][inve
stigationCharacteristic/code[@code='5"[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'[1[1]/investigationCharacteristic[@class Code='"OBS'l [@mood Code="EVN'
I/valuel@xsiitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'l/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UVO01[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:hl17-
org-v3
MCCI_IN200100UVO01.xsd'l/PORR_IN049016UV|r)/controlActProcess[@classCod

e='"CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent




[@classCode="INVSTG'[@mood Code="EVN'l/subjectOf2[@typeCode='"SUBJ'|[inve
stigationCharacteristic/code[@code='5"1[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'l[1]/investigationCharacteristic/@classCode="OBS'l[@mood Code="EVN'
Ivaluel@xsiitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'l/@

codeSystemVersion
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/subjectOf2[@typeCode='"SUBJ'l[inve
stigationCharacteristic/code[@code='6'[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'[1[1]/investigationCharacteristic[@class Code='"OBS'l [@mood Code="EVN'
Ivaluel@xsi:type="ED'l/text(

J2.9

YU DB K iR

T H i

JERYLTERE B DA 1T, SRR 24 4F 3 H 6 AfHTERATE 0306 554 55 a1 KA 5
JEwE (TR RA S AR DR FETA R T A ] O—EKIEIZ DWW T DORIE
MR BHI S AR DR FAETA RIA4 ] ICE W RENT-FENELZLEHT S,

RL T A

L

F— 51

10000AN

e ()

H HRCHL

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess|@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0odCode='"EVN'l/component1[@typeCode="COMP'][observationEvent[code[@code="
4'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l]][1]/observationEvent[@c
lassCode='"OBS'l[@moodCode='"EVN'l/valuel@xsi:type='"ED']l/text()

J2.10 5% DxfIik

T H i

YRS OFENWE S5 5 x5 OFHIIC RS ALE &

N

# DX DWW T EE#




ERE

RLET A 7L

T — 57 10000AN

FFAE EREEERE )

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0odCode='"EVN'l/component1[@typeCode="COMP'][observationEvent[code[@code="
5'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l]1[1]/observationEvent[@c
lassCode='"OBS'l[@moodCode='"EVN'l/valuel@xsi:type='"ED']l/text()

J2.11 ZDSEEEE

TH H Fi A ZOMBE LR D FHATLT D,

RUHUT 5 7L

T — 57 10000AN

FFAE SREEGE

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment|[@classCode="INVSTG' [@mo

0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
6'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l1][1]/observationEvent[@c
lassCode="OBS'l[@moodCode="EVN'l/valuel@xsi:type="ED'l/text()

J2.12 BRWAFEE

TH H 7 TRERFHIE ISR L O D IR RS A R T,

oL WaRES TREREHEEE 2 L T ARWIGEIZIE IR ERGT I EIC RS L TW L a— R
ZEHT 52 &,

T — 5 70AN

PR EREEEGE
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'[@mo
odCode="EVN'l/subject1[@typeCode='SBJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='4'] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer[@classCode='"CATEGORY'l [@mood Code="E
VN'l/component[@typeCode='"COMP'] [substanceAdministration/id]/substanceAd
ministration[@classCode='SBADM'][@moodCode="EVN'][consumable/instanceOf
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTe
xt][1]/consumable[@typeCode='"CSM'l[1]/instanceOfKind[@classCode="INST'l/kin
dOfProduct[@classCode="MMAT'][@determinerCode="KIND']/asSpecialized Kind|[
@classCode='"GEN'l[1]/generalizedMaterialKind[@classCode="MAT'] [@determiner
Code="KIND'l/code/original Text/text()

J2.13.r.1 BHEHK

TH H i A 1RER T LS, TRBREHE S E o | MR A T 5,

oL WaRiS BRRHEBEELZRE L CWARWEAIZIE, EBET5Z &,

T — & 2N

A E ML

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode='"INVSBJ'
l/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll[r]/organizer[@classCode='"CATEGORY'l [@mood Code
='EVN'l/component[@typeCode='COMP"']/observation[@classCode='"OBS'l[@mood
Code="EVN'l[code[@code="7'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
ll/valuel@xsi:type="INT'l/@value

J2.13.r.2 XIREHE

TH H B BT LI, IRBRGTHEEF ISR SN TV DR E LT D,
RLH T TR IBBREHEE N E 2RI L TS HAICIE, RillZEMT 52 L3 TE 5, ok, n

FHEE 22 L TORWIEE IR, TRBRIEEFH B F 2 FEH L TV D5 g9k B 2 fiflt
T2 L, Al—DOMBRERMGEE TOEBOREZ ISR LT D5EIE, B~ TXY)
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> TRt d 5 Z &,

T — A 1000AN

FAYEN H HFe#HL

XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:hl17-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode='"INVSBJ'
l/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll[r]/organizer[@classCode='"CATEGORY'l [@mood Code
='EVN'l/component[@typeCode='COMP']/observation[@classCode='"OBS'l[@mood
Code="EVN'l[code[@code="8'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
ll/valuel@xsi:type="ED'l/text()

J2.13.r.3 BEFAA

HH A TRBRETE R E SRR STV BB &2 T,

oL WaRiS TREREHH S HFEZ R L TOWDIGEICIE, Bl AK T 52N TE 5, 2B, iR
FHEREAZRIE L TWRWGAIZE, HES KV #Eb)e o — MEAZ IR L Ciii T 5%
e,

T — s 1N

FFAE R 5 S

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo

odCode="EVN'l/subject1[@typeCode='SBJ'][1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='1"] [@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'l] [r]/organizer[@classCode='"CATEGORY'l [@mood Code
='"EVN'l/component[@typeCode="COMP"']/observation[@classCode="OBS'l[@mood

Code="EVN'l[code[@code="9'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
1l/valuel@xsi:type='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'/@cod

e
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XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo
odCode="EVN'l/subject1[@typeCode='SBJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='1"][@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'l] [r]/organizer[@classCode='"CATEGORY'l [@mood Code
='"EVN'l/component[@typeCode="COMP"']/observation[@classCode="OBS'l[@mood
Code="EVN'l[code[@code="9'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
1l/valuel@xsi:type='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'/@cod

eSystemVersion

J2.18.r.4 HEPORERF|DF

T H i

LR DIRBRE ) % B3 OBRE O B2~

RLl T A

o — NETIE72 < Boolean TiZUE N WAL AIL true=F 1 & . W WAL Ifalse=
) AT 5L,

};IFLJ.

S

N

Boolean 10A

NS

FAME

o

b=}

true="4H
false =4

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode='"INVSBJ'
l/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll[r]/organizer[@classCode='CATEGORY'l [@mood Code
='EVN'l/component[@typeCode='COMP"']/observation[@classCode='"OBS'l[@mood
Code="EVN'l[code[@code="10"][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1
0'll/valuel@xsi:type='BL'l/@value

J2.14.1

KA -

BE0

TH H B

IRROGE . Mk E ORIEHENRBREMEEL O TR TE 220 D TH HHEIE
KA, EOMOEGETBEM &5, E2BIHH O Ei.2.1b gIEH A E$H45: (MedDRA
a—R) CEREST Hi, BWERMICRS « BEMZ 5325, (FRIPEOH KR 9T,
ABHBIIRD 8. FDOMOIBBRENEHEREICERL CTOEEFH] © (1) 22H
THZ L)
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LT 5

a— NMENHER L TRl T2 2 &,

F— 51

1IN

e ()

1=2A%0
2=REH

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode='"INVSBJ'
l/subjectOf2[@typeCode='"SBJ'l[observation[id]l[code[@code='29'1[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'][il/observation[@classCode='"OBS'l [@mood Code=
'EVN'l/outboundRelationship2[@typeCode="PERT'] [observation/code[@code="11'][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1] [1]/observation[@classCode=
'OBS'l[@moodCode="EVN'l/valuel@xsi:type='"CE'l[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.8')/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='"CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode='"INVSBJ'
l/subjectOf2[@typeCode='"SBJ'l[observation[id]l[code[@code='29"1[@codeSystem='2.
16.840.1.113883.3.989.2.1.1.19']1[il/observation[@classCode='"OBS'l [@mood Code=
'EVN'l/outboundRelationship2[@typeCode="PERT'] [observation/code[@code="11'][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l] [1]/observation[@classCode=
'OBS'l[@moodCode="EVN'l/valuel@xsi:type='"CE'l[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.8')/@codeSystem Version

J2.15.r. AFH

HH A WFFEERE K OSMERTESREIZRB N T, SAEICBWTHREAEDAR STV DA
INRIE 27T,
RLH T TR Ea— Frbitlie o — Fa@R L CRidl 2 2 &,

WHEE S DG WS SCE A OFTR UL, ARBRFEHS T OE 2 i#ld 5 2 &,
£, SHERFESRS OBG. HEEZIToTCEEZRRT D 2 L&
HEBRE BN T, BEEOHBY HIC X > TH—OHER 2SI EE. 1 O0OH
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HELTHE L TELIARY, ZOBRICIINAREL 1 FHICREH L, #0RLZF)
MLT, ZFAUBRICEOMOAREEZTLRT D &,

#% B, F—OfEMUE TR SNZHAICE, SEAREICO W CEBINHRET S, £
DOERIZIE, BIEE#RE ORITHT TUZBMREORKRE LT 5 2 &, izmEo
AREPERD D5 ETHRVBELERRT 5 Z &,

BB, FEOHENENERLGEIT. EEE T2 L,

7 — Al 2A
FFAE ISO 3166-1 7/ 7 7-2 DE=2— K, EU
XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:hl17-

org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'[@moodCode='"EVN'l/reference[@typeCode="REFR'l[docu
ment/code[@code='2'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.27']1[r]/docum
ent[@classCode="DOC'l[@moodCode="EVN'l/participation[@typeCode='AUT'l/assi
gnedEntity[@classCode="ASSIGNED'|/representedOrganization[@classCode="OR
G'l[@determinerCode="INSTANCE'l/asLocated Entity[@classCode="LOCE'l/locatio
nl@classCode='"COUNTRY'l[@determinerCode='INSTANCE!'l/code[@codeSystem=
'1.0.3166.1.2.2'/@code

J2.16 HmENADEN

HH A WEFEHERE M OB ERTE SRS (20T e )OI E B T 2 E o2 (H.1) )
(ZRLH LN OB R 2 ARHEIRT,

AU 5 7L

T — & 500AN

WA SR

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'1[@xsi:schemalocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo

0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code='
12'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]1[1]/observationEvent[@
classCode="OBS'l[@moodCode="EVN'l/value[@xsi:type='"ED'l/text()

J2.17r B HEDHIR

SEABY | BB OW A, THERER B UL IEERRB IR 05lE R
i | L
F—sm | IN
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FaE

1=RfE R FERAIT5E
2=JFFRIREER Wk 5E

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'l/reference[@typeCode="REFR'l[docu
ment/code[@code='2'] [@codeSystem='2.16.840.1.113883.3.989.2.1.1.27'1[r]/docum
ent[@classCode="DOC'][@moodCode="EVN'|/title/text()

J2.18.1

ZIFE B

T H i

ICSR DA OffkA 2T,

FLT A

MSTATEOE N S G e ST & fedlid 2,

F— 51

100AN

e ()

H HRCHL

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='"CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/subjectOf1[@typeCode="SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode='"CAC
T'l[@moodCode="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntity[@classCode="ASSIGNED']/representedOrganization[@classCode="ORG']
[@determinerCode="INSTANCE'l/name/text()

J2.18.2

IR WA

=}

TH H B

ICSR DXfEEDEEZ Z T,

LT %

HER LREHT D,

5l

100AN

AFAE

H R

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'l/subjectOf1[@typeCode='"SUBJ'][cont
rolActEvent/primaryInformationRecipient][1]/controlAct Event[@classCode="CAC
T'l[@moodCode="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntity[@classCode='"ASSIGNED'|/assignedPerson[@classCode='"PSN'l[@determ
inerCode="INSTANCE'l/name/prefix[1]/text(

J2.18.3 ZIE&EM:
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HHBH ICSR OAZ#H D%~ 7,

RLHUTT A FtEOHFER OEATEH T 5,

T—H 100AN

FFAE H A FEL

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/subjectOf1[@typeCode="SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode='"CAC
T'l[@moodCode="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntityl@classCode='"ASSIGNED"/assignedPerson[@classCode='"PSN'l [@determ
inerCode="INSTANCE!'l/name/family[1]/text(

J2.184 Z[EEA

THH A ICSR OZAE# D4 &~ T,

RLE A B OHFROL 2T 5,

T — & 100AN

PP EREEIERE

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'l/subjectOf1[@typeCode='"SUBJ'][cont
rolActEvent/primaryInformationRecipient][1]/controlAct Event[@classCode="CAC
T'l[@moodCode="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntity[@classCode='"ASSIGNED'|/assignedPerson[@classCode='"PSN'l[@determ
inerCode='INSTANCE'l/name/given[1]/text()

J2.19 fE&E1

HHBH FEE

RLHUTT A 2L

T— 5 10000AN

FFAE H A FEL

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
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0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
13'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]1[1]/observationEvent[@
classCode="OBS'l[@moodCode="EVN'l/value[@xsi:type='"ED'l/text()

J2.20 f#% 2

HH A T E H

AU 5 7L

VAl £ 10000AN

FFAE H A FeEL

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG'|[@mo
0dCode='"EVN'l/component1[@typeCode="COMP'][observationEvent[code[@code="
14'l[{@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]1[1]/observation Event[@
classCode='"OBS'l[@moodCode="EVN'l/valuel@xsi:type='"ED']/text()

J2.21 f#% 3

HHHH T H

RLHUT A 7L

T — & Al 10000AN

PR EREEEE 7

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1[@xsi:schemalocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo
0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
15'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]]1[1]/observationEvent[@
classCode="OBS'l[@moodCode="EVN'l/value[@xsi:type='"ED'l/text()

J2.22 fE#E 4

THH A T E H

AU 5 7L

T — & Al 10000AN

FFAE H A FEL

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
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MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='CACT']|[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo

0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="
16'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]][1]/observationEvent|[@
classCode="OBS'l[@moodCode="EVN'l/value[@xsi:type='"ED'l/text()
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