WAEI 033155 6 B
WA EF 0331 F 1 B
YRk 294 3 B 31 0

SERERRLEER (R £ B

BAGBHEER - ATREREELRFERERR
(x Fl & M)

BEAZBEEE - AEBERZ LK
(& H & g

;%l

&

- E2BR3) HEEH A NIl LIm IR BIER S HE R OBREIEASRE >\ T

[MEBIEE G 22 MRS D BT AMREITE B EREN A NZonT) (ERR 2547 A 8

A AT IRAERAIR 0708 55 5 5 « BALRHE 0708 55 1 B EA @S B KA 5B B ERES
AR - TENFTREERBEM, DUF TE2BR3) ZET A FBEH] L1 5,) KBWTE
ST B2B(RS) IR T A FIZE S MREBMEMNS RS (B, EREE%DGNE,
AIER RN ORRGICET A8 (B0 35 FEEE 145 8, DT &) v
9.) 685D 10 8 1 ECHETAEERZOWMEE Y, L, EXE. BEE
BREONE, APERORESMEOMERSIZE T A EEMITHRA (BFn 36 EE4AE
SE LS BT THRL 20 ),) 22840 204 1B 3 B0 HETAERE LAY -
HEBEWEMERREZR,) RGREIEMS®HS (K5 8040 2 1 6 EICHE
TLOMBRICHETIBREMEOHREE NS ,) OBIRNEIC S\ TIE, TE2B(R3) A H
A RIS L ARZ BIE R SRS R OVABRBIER & IZ >\ (R 2843 A
31 BT ERAFEIE 0331 5 4 5 - BAZ% 0331 5 9 BEASEEES - £iEk4E
REEETERE - TRIFRREA B, LT [P 28 4£ E2B(R3) 3B LW
9.) LR L, VHRI28E4 A T HEVEALTOWES,

7z, ERESAmE IR OBERSEHREOTI W EIZ >\ T L, [EEET
MUK CERE S, BEIMML, LR VEREROMIER TR TSRO 1
TOEFORHERETHETORATICHET2HEFHICOWT (R R YL
o OREREOBEIC-OWT) ) (FRL 26 423 3 26 AT EALEE 0326 1 12 B=
EFBEEERLBEZESFERREN, DT /REERNALREBERD] 2 5,)
WEURL, W26 E4 A1 AEXWERALOWET, '

Sk, BLEIRFERICERT 2 BER T OBRHRBREIC R 2 ERERETO TR EE

BERECET BRIV EEDS L £ b, EEARRLESOBIERSRED ¢



B FAEEIC T AR A ED ., LR 28 E E2B(R3) THERIEMO AR A UIET 5 Z
LELELEOT, HTao L, &% TEGES IO LAM I HRERSE W LE
T,
fefs. BMEOSA, MEICY o TOEBRSESIC OV TIE, MATEIEAEREM
ERRITA SIS (LT T L5, PRRED IO T, e THERERCE
4. k7. ALIBBRAEMLIEN., BE 80 £0 2B 6 HOMTEILESELT O AR
BIVERSSEIC DWW, Ammic L 59, BIEREmTLFETT,

35T ABEORE I LV, Tk 28 48 E2B(R3) J3EEE M M MR B FELRA LR
EmmidpEIL LET,

i

1. BEFEIZSWT
(1) EESOTREREIERSHEILETICEZE M, [ S Ak 0 & UM HE Fh O A SR

B BB SRS DBRA (RIS 228 0 20 B 1 HE 1 5RUTHE 2%

WOUTE B I 2B n A 273 & L TECED D)

SERAGAR B O BB AT B F BN OHERZ D720 ITERFRRFCBT D
BRE oM OMAICHET 28 (TR 14 FEHE 151 5) Fick3& &
PRI - L ARE DA R L TE DL, BEASRESREETEL
F e F o m 2 L CREE S B T L AR A RICE T A Z L Eh b, Rl
LTI EBFEICL DT L T3, ook B VHEFIL L 0 BFHEHCIRER
1T L AERESEREAE. OXITOIL LAMELITD Z BT B, 3l
B TIE RN L D EE OHEE T NV TV,

O EBFFHROERERC L O2HME
BIBROBIEE 1 R ORI 212381 5 BIE % E2B (R3) 4L 1 Fi@an R UBIERD
Bk 3 1o xtis Lz XML el b sidR L, BT B EOERRIC XL 0 o
TAHZ L,
@ CDHEHE
BIEROBINE 1 R ORIK 2 1248 2 FIE % E2B(R3) HEEAN A MR R URIEED

B4 3 12kt L7 XML R L 0 324k L 7= CD-R (ROM) 343 DVD-R ROM) (BLFTC

D& L H,) RUEEEORL, EFT, REOFEA BZOMMLEFHERL

B UEER (EA—SECRADIRSE S FLET2HATEA—F) 28iECE

R
@ HE

[MERMLEDBEREOBREICOWVT] BT DRNIITBOE N B =R

SR A HHE | ki 2 HRER EIVE R 1TV T O—BRERIEIZ DWW T (AL 28

3 H 31 AFHTSEASE 0331 5 4 BREASEE EE - AlEHLRE®ED) T X

AUEHD TEELEORERSOHREIZOWVT] (T 26 4 10 H 2 B

AR 1002 % 20 BEASHEEEASREEM, UT MiRER&E@Em &

A L) BIREERUE TRSTATEGE N E SR E RIS S o0 S 75 HRE

TEREREIZWT) CERL 16 £3 B 30 BAHTEARE 0330001 SEAFSBHE



EFE & RRES MERRICED D NEEHEHATDALLREE (FEA— Rk
DRIARDRER FHET A LRI ) TOCHITRORHE 1 & O 2 1748
WFDFIEE E2B(R3) 4N 4 FiBE K UBITRORIE 3 105 L XML i &
VR LA CDEEZEBEICRHT L L,
L, RDERROEFICL D HREERTRC DE ORI P RE 35S
i B, CDEZ2E- TRETS Z L TELIZRVA, AHERIR b He5
WigHT 22 b,
(2) EEHFARBLMEELRIERREOEES GHAIE 228 &0 20 HHHE 12
EOE 2 BAIEDHHE)
FHIE LTOXMEOIE LD FEICEAZ L 25208, ShaBhnWESEIC LY
OXE@IC L 5B EPRBERB A, QR R2BELITI LB TES,
O BEFESABEMC L 58S
BB 1 & CHIHE 2 121810 5 FH % E2B (R3) EEN 41 FAMRUBIFHED
BIFRE 31T L7z XML FEI2 L 0 58k L. B F ISR EARRRIC L v A s
THZE,
@ A HE
B OB 1 R OB 2 12 #81F 2 FE % F2B (R3) Tk A Rid4n R OBIIRD
BIHE 3 WIS L7 ML BRI L DR L. BF A — /Lo B, g 505
EDHDHA—=NT FLACRET S & &bz, TEERARE S ORIVEM
FOWEFIZOWT) (CERE 294 3 B 31 B TSES 0331 5 7 BREASBEE
K- EERAERRRM, DT AR 20 FE0F - e REE) L1 a,)
BIFEFRRICED 2 LBEHEFZTA LRSS (EA—BRUORIADRE L #E
THHGILEIAR—E) FHEEICRHT A L, \
@ MR
AL 29 RS - (LA R EEMBIEAERICED S REEESEA LS
EE (IEA—#RORIRDESEEFLET SHESITRIA—I) O BRO B

1 R OB 2 1288 F 5518 % 2B (R3) BIEN 4 @& R ORITRO BIE 3 12 5k

L7z ML R LW L - CDE #BMEICIEHT 2 2 &,

L, P BRVEBI LV REERVCDEDRIBHRH A HEE 2 S
3. B, CDEABo CIRIET A2 L TE LI A2, FrHEAR Y o9
I T 5 b,

2. THRERRBEMONED 2 (1) OOHE ORI |
TRBEREEEAOINGED 2 (1) QORERCE S 7y v/ A%IC L5 —5H
# O(BUF TEPRFRE ) &vv3,) oW T, BERESRIROBE 1 R URIEL 2 10
AT L TRETAHEA] 2HATES. 1 (1) Q0BT HHNEARKIC L 2E
BOE—RRELAFRE LT B8 TER L,

3. MECHTOEEFEL LT, IRCEETH 2L,



4 . P REER

AEEIT. FR29FE4E 1 BENLERTS L, EL, FE314E3A 31LA
F G THRERIEASHRE R OVEBREERSHREIT-OVT) (B 18 4£3 A
31 HHTEAEERS 0331022 5 BEAERE 0331009 FEEFHEERRMLR
AL < YA IR LA E RS AR A SV RE E1T O
TLRTEBIL, -



IS
HE BT o BE R

1. i&ﬂ:/\ﬁ

BHE SRR, M?@kk@&?é

AA= @Wﬁﬁrﬁmﬁi(ﬁwﬁ)&%%€28x®20%1@%15m&0%%
%)

AB=[ENEHFAEGIERE (HiREe) GRAIE 228 500 20 H5 1 TEEE 1 Bur |, 11, A,
=R ORI RS 2 51 BIR)

AC=/MERISEESIRRE (ifkte) AU 228 200 20 55 1 19055 1 55 MR
AD= MERWERIEAHRE () BIHIEE 228 500 20 55 1 085 1 2 a L UVE
%)

AE m%rﬂﬁﬁ&(mm%)G%M%maxmzm%1%%25n%%)
=RWERATFEHE (FifRkik) GRAISE 228 &0 20 55 1 1EF 2 B o 9R)

GZ%@ B HRLEEOHRIE, [EIY, BEESORERSE (%K) GHHIE 228

20 20 55 1 THEE 1 B (%)

BA=|EEESMLREWERSRE (Fillkts) (HEISS 228 00 20 £ 515% 1 B RO 2
1 BIR) | ' _

BB={UhLihmlf RS (TR (RAIES 228 %0 20 5 559 1 BRUE 2 B
. BER) '

BC=[EFRAAmarsiimes (ke GRHIZE 228 40 20 5 5 THF 2 B2 EHE)

BD={bHERANFERRE (i) GRRIEE 228 40> 20 &5 5 I 2 B o EHR)

DA—IWﬁ%FVWﬁ%(%%)&%ﬁ%m3%%1%%1%ﬁﬁmﬁ@%z%%

KO BER)

DB= DW@ermﬁi(%ﬁ)&ﬁwﬁwaﬁ%1%%1vio Hﬁ%zfx
KON BELR)

DC=4MEBYUEE A (A5 GREIE 273 485 1 152 1 B ONC [RITES 2 B
F v BEGR)

DD= %lﬂwmﬁmﬁi(%@(ﬁ@%z&%ﬁlﬁ%lﬁiu VIR 2 Bt
EUaBIR)

DE=EUERF/EaE G50 GRAIE 273 4058 1 555 2 2= HF)

DF=BHERRFERG (A5 RIS 273 44 1 10 2 2 =[9)

DG=4HERC I BRSSO, [N, BERSOHEES (AR (AN 273 &
1 2 B BHR)

R F=&@E1r 3535 [BFH s

. AREDER
(1)%&%@¢ﬁ%ﬁi
%iﬁﬁAA.M3ACJM)AE‘M?AG BA. BB, BC B(BD DT
50




(2) TREREIEMSES
s DA, DB, DC, DD, DE, DF XU DG DFRTH D,
(3) JHEE o
WA ENBEADD b, FHN4ICHITDEREZ VD,
(4) E2BTEH
A EENAEE D 5 b, E2BRYFEN 4 FEEOER L HEBEGIZE EikH
24 (ICSR) OBEFHUREIRLFIEN A K] O34 BITHITLBEEE WD,
(5) FEBAEA v E—VIHR
FEIEA v D b, ARSI %, RERCHLUNMET A vE
— D, RIEE 6 KUY E2BRI)FEN A NBEOBIR 1 HEBER e etEwmE
(ICSR) OETFHUREITIRDIEEN A K] O 42 BIBIT A EZV 5,
(6) BHRES :
TR BIVE S R OVRBRRIE S IO L OB M 59 DEA DE R Z W
V., HERISE A v — VA TACKBr2 Huliiis® S| Pioidfisnsd,
(7) BUFTHE
Q11 EFTLICEAED GEF) ZetREHRIT) SR TRELIEED
A, [I2.1b S B MR OGRS IET 5 & L bic [C11L]
WERREE TR, [CL1L.2 #EhiEE SRR 72 SN ERHA 2R L TS &
WY TFFBmE&W,
. (8) #EE
FRIERE AV D, B -ERRE . BHERSERERE LA THY ., E
WG, SUROEE, HHE, PELENST A, EROBRENTET O5E
1. FOBEEFBEOCYSEEEICRE LA E DREI R LB KRR &
5, HEEIBHRRIIMER LIRS DS TH D,
(9) HEH
HIVEF SR . BRI L (5 T AMMSUEAE W O BUERTERES
SERHEERREEE ., TEREIEE ST 5,

3. JHHKRUE2BHEH
SEOEICHERT A AATEN, AdE, feEd S J EE AU E2B IOV T,
KO (1) 26 (5) ETEBMOL, M1 RUBHE212 X5 L,
(1) St=— RIS - FFHE
AT 53T Fid, UTF-8 &9 %,
AFFEINE. DIF® INUML. TTXTI, THAE (RAEEE) ), TUR by, T RU R
M. [Boolean] 3% TUUID)] oW Th Y AFHEEICE > T, FFAEARS
%, ZEA QTS AR R ORI, DK L R OWIHE 2 DA - 7P
fERT LBy &5,
ks, (<) > [&) AT AEGIE. XML ThEZEhEh &l (&gt [ &amp; ]
CEERE AL ITIVRTIENTED,



7. NUM -

OO TR RN ERT 5, [0~9, . LB+, - | DETFOLFERTE S,

L 1 R OGN 2 OFFRMEMOTEENIL. XML 128 A7 — 234 ATl . A
SVRREIR ST S T B,

A . TXT

B, DLW AEAT, S, ¥V ov R, FRRERUAN—Z 2T

Zo 121, BUEMA S TOARWETT, M LRSS 5 b O, 5
LWERIC AR LCEHET 5ok,

B 1 R OBIHK 2 OFFAEMROTE L. XML 2B 25— 4 ¥4 X017 < 7\

ALK b e Rl A ,
7. B (RS

A Ad/iEE (CCYYMMDDhhmmss UUUU [+ | ZZZZD O TEMT 5, CCYY
&ﬂﬁ@ MM 3R, DD JIH. hh iZRE, mm i34, ss 13, UUUU S UE%R

L. ] ZZzz]iifﬁiﬁﬂﬁ%ﬁ”‘o@ﬁ%%TL Tﬁmiﬁﬁﬁ%; RS 1 Eb\ﬁ#
SN — DBRIER AT B,

BUAR 1 ROV 2 OFFAEM O RRdEiE, %ﬁ:ﬁﬁ%ﬁ%’@ L7 TR b0 B ORE
FREEE 2D,

. AR

FETE DR GEIR LIEH T 5,

B 1 B OB 2 OFFFMER IR L7 L—3— (null flavor) OEEEks iR mTEE
IfE & A2 B,

Z. A= RJ R L
IR TRATHLOD T2 b OREHERIR & BT A EBHACH B~ R - Loyl BT
(Health Level Seven, LAF [HL7] 2\ 5,) kv EZBII-a— FEEHT A,
J HE THAT 5 a— Rz on T, ﬁﬁJﬁéﬁES e e
7. Boolean

HEEOE Jffﬁ'ﬁ“é XML ZFab3 A1, H=true. #=false &35,

B 1 RO 2 OFFFEMORENT, RRICHETE A EERD, 5L, 57—
FIHE X > T, true Xid false DUV LIFIRATERWNLDRH S,

%, UUID
UUID #80 ID # A7 5, |
o Bl T R R 2 OFFEMEROFEENE, XML ICRBIT AT F 3 A AT L AT
AIREARSCF L 25, - -
7. FZV7 L—_— (hull flavor)

SOV (null) B —EBOBEREL AL D TEAHLTIC LY ERShEa—FR
ToHd, JHEKERTHIESE., BIES IR T AT L—23— (null flaver) 735
BEBRUTERT5, %17 1—s3— (null flavor) 1325040, FRIE LT
TEDFER SN LI3BRERVD, b H 20T, FHIITIK 1 R UEIHE 2 220
3B,



(2) 7 Vw7 FERIF (Object Identifier : OID)
JIEE CHEATS OID IZ2WThE, B4 12T XPath HFIZRT,
(3) M/EHEE., MeoTE BIOEE) LTSS YERER . B A R UHE R ER
£, WK1 RORHL 2 oESEMiIOR L2, BTFOT., b %
TOVWTINDNEET B,
7. o TEET AEE (MWEEH (@)

HESHD AA, AB. AC, AD, BA, BB, DA, DB, DC U DD 2\, D1
B GBIUIA =% ) ] oW TI, WREB T D, $£io, MESED AA,
AB. AC. AD, DA, DB, DC KU'DDIZEWT, BEERHETHHOEAE (2B
WED M BE &EiXIA =v ) 1 DAL D D114 BEORFRRCHEE
BROFOFBEE . (D21 A48 8], D22 BHER,/ HEFRFERFOFHER]

[D.2.2.1a T D.2.2.1b I8 CORWERMA ESSREFOMRIMI. D23 BED
HEERE RS OEFIZLA)] RO DS MR @9 b ed &b —HBIEAT
2ol THBOEEOANICOWNWTE, B2 2BRT LI L,

A . HOTEB OTENEIC L > TANBMEC /R ATE  (holE HiCEE U TRla
LRTHE (O)) a

HOTE B O AT, S AUV A ESUIEEEEOSEIHC K> T, ADIPBE

L2 BIEETHB, |
v, AIREZRERY FCECT ATHE GESTEE (A)

WAFIEE I, SESNTVWRWVIRSThH, WEEZIMIT A Z LITTE 50,
PARWEASIIRITHD AT O, THERERYD FRIERITVERET 2 K580
5k,

SNSRI S X BT SE 21T S & Ho Tk, BT, TRETH LR
AN TV TSI I BARVER (2L, F—FERE L RWEEIETT
— T R)) LEHARRD,

oL R L TTHWIRGWIEE  GREARTIEE (X))

WEREEEICTE SN TWA &, GRS MIT A R TERV, £ X
7 L—s3— (null flaver) MEEENTWAESLT—ABPATENZHDE LTHR
Wy, B EZTT R,

(4) XPath _

] YE B ITRIEE 4 12 5R XPath Wit~ T XML 2505k %, E2B HEH I E2BR3)%E
A FRMOBR L [EREGIZEMEEES (JCSR) OETFRIGHFICFRDSEEN A1
K1 oL (Q) 12 XPath 126~ T XML #7052,

i}

i

. (ERREM e RO TN, SoEUIE

FRUERESERE @430 AA. AC, DA UDC Nzt h b RIT) RUEHE
FREpIERE (450480 AB, AD, BA, BB, DB XU'DD WNCZNLDOHTF) &17
ST, AR T RORHME 2 EDAEE 2THET A b, HEOREIZH-> T,
EHIERC 4. E2B IHE T E2BRI)IVEN 1 M@z R LS 2T, UToHRIZE
BTHI Lk,



(1) SHEROFRE |
WEHIRORETCHTz > T, FHAFHEZ OB L UTHREHIRA Z3EL, ¥
HIFRA DN BIC S 21551, ZORER A 2@EHIRE 45 2 L 2k,
SHERCISVT HIEMOGEIL, B RERROE ) TOFRMEN (EA8) T
m< . BRI THZERE AT LA ZERAFE & U CRERPSRETA -
L : -

(2) BYUEEAES & BIEREAERS 2 — 2 OEFNC L b 51 55846
ENOIEFICOVTEE, [J2.1a SEIES GRESH) ) 1L TAA] 303 DA %,
7o SMEDESNZ-OUVTEE, (9212 RIS GRE03E) 1 1. TACT 3T IDC
ZER LI B0, BYE L BHWER OMF ONB 2+ 5 &,

(3) &G R ANERRRVERSHE OBINERA ST 555

IR BEERSRE () | s LT@Edsne,

(4) =54
EEAPEADES, TOREZBORL % BEEEOLH (C3.5.3)) K [34E
FOME (C.3.3.5)) ITH#ET A E &b, FOT AMROITERY [REE 0O
(C.8.41 5 CB45£7) T A &, - '
(5) mik# (EREAREERHE RO R ERRE 2R <)
7. AESNIEHE OB EOREL W TT 2 (G
15 BeREIE Nidvyy %30 B8 Tz Z5t#ds 2 L,
HEHRRIE, FRAFRRICBWCHETT 5720, BIMEREIZIBWT 15 B,
5 30 AMHICA D> ThELI AR,
A, BUWER FEEs (EEH)
(7) BUWFER BHEFEE (Bi2.1b)
BIWEAIZ T34 35 MedDRA = — FEE0#2 = &,
(f) MEBC Lo TEESE SNZEAER/ F5FES% (Bisl) RUEEESI L OFE
BEoEE (Bi3.2) |
WEEPLORWERHSEECTTH SN (SRS EEEOE RN
Box | BREHFEOBRRZRNCHETTS, i, BEEREELUELELOIT
AT THE) ICRRATAD, MEENEE RO M LERA T LS EENEE
EHWT LI aTiE TR & LRl mETA b,
V. EEMMESH (GHE)

HiLghleds, ZoMopgedk, TofoERLOIEZTE#ET A2 &, 7B, EXL
DL S DAL, BEHBEHARNE O BECEHTA 2 L,
(7) FEOERIN (Gk2.5)

B AEERMIZE U O, BEEIRGERIC FMT A R R B ORI ER S I 38 T
PR ERREEC O BRARATCHSE T2 2 L, Z0BRE. AEHY ltrue) &
LCETaZ s,

(f) EERLAE (BEi#E) Gk4r9.1)

ARE7 THRG5EFE B CitoC, AT TRETAZ L,

() HGEBDOID (GkA4r10.2b) /H~DR5FEEOID (Gk4.r.11.2b)

b



F2BR3)FELEN A4 Rk 1 [ESHEMZ 2R ICSR) OEFRIRIEIC
BRAFIET A F) ORI (B 15T, AT CIRT 22 &,

() E#H LT 5Z0MmoFEE (Gk11)

SRR S O E R e FE AR S 289 288, BRI IZ Tl
R ORGSR ST OO A MHEELO M - HESUIZHE - ShiRoEn, ZEEX
VEHIBRICAR DA E A B A LT BYRBR R FEME L TV DBEEITR W T
Heizec MTIKEN] CEi#id 2o &,

(6) Vhik '
7. AEFNTSEE O RS OREL- e (CLT)
7 BERELE N3V % 15 Bk onzy ZiET 5 Z &,
4. BWeR HEEEL EHR)
(7) BWER AEHG (Ei2.1b)
BITEM4 551 % MedDRA 2t — FEEETH 2 &,
(4) MEFICL - CEEE SNZRWER,/FEFER (Eid.1) &wﬁ$$% "L DE
grtoxE (Ei13.2)

AEF L ORIFEREEICEH S (Bt Shl) EREEOFEPE
% BEFOBEICBWTHNTTA, R, REESEE S Lz bOIT
AT TEE) RS TA, HEEPEE TRV EHBT L RS CThXEEIEE
ST LT EAICR TEE) S UTERL, T L,

. EFLER (GHEA)

8 AR b D T R R ORI (FRIVR, TSR &2 de, ) WONCHREE
EE O IR R ER SN ERMCOWTERET 2 2 &, BENROERIESH DV
VIHEEATE 1 Rl —EAY O b D& ERLERO—F BICFEET 5 T &, BREE, 2 oMo
WEEE . A OMOEELOIEICT#THZ L, EERPSERGLHEE. FRIE LT
BB E BEN O SIECEEHT A D &, ATHBIZIL, BfEREOBRECERL
T ESRIEE LN &, '

(7) S—wIEERC L VS ShizE5RREs (Gk2.2)

@ :E%@Kiéﬁ@#%@ﬁ%@5%%@%%%&%@%?@5:aﬁﬂﬁbt
BIDENERS F T BT H A Z LRI LSS T REET ) Z &,

@ Fm_kwf@W$ﬁ AR AR, GRS L LTV RS, IBRESR

Ro— REORNTEAT M &, E£2RREGTEEEO®R ST T RKadko—

B4 EEALTHETAIE,

B TEERRRA LS ABC 12 L, ARGHRE X (s A) ROKRAGEHZEY

(—f4 B) 2AVTWABEATREEIRE X 22T omEi: TM_ABC_ALL
FRAGIIHE Y oW ToREEX, TM_ABC_B) & LTHET S,

() ERSAER (BETE) Gk4r91) _ '
BT TREEATE B IiEo T, FAEETTREHTLIE
(77) BERBEOID (Gk4.r10.2b) H~OTEERKEOID (Gk.4r11.2b)

R2B(R3)FEE A A B OBEE 1 EREZ2MHE (ICSR) DOEFRHREIT

RAEIEN A F] ORI (F) 12t T, FHEFECRLETs 2 &,

6



(7) EEEHASBEVERRERCYEIEREER S
7. EEMS (J2.26.4)

CHREENL ORERREEIC R S (Rt ) EREEOINET
DE, BEAOELICBOCHETS, 2k, SiEENEELEE LI b0 j:*a“f\-c
[EE| ITHET AN, HEESEE TRV LA T DMEE S EE LR

LEBETE TEE) & LTl L., #5T42 2, :
A . AEFISEZE OB ORERFE LT (G117
15 BEEE Ny % 80 BRI Novnzy #8852k,
WEWIRIL, FRATRAZBOCHET 2729, BT 15 s
580 B E b ThELT 220,
v. BIER AEES (Bi2.1b)
BWERAIZ3%% 32 MedDRA =1— RIGIAE S TESESM AR o — 2>
BEEIZRMRERINL, F0o— RETHTLI L,
-, fWgRES (GHEB)
EEERTZOWT, BAWER &b B R bILS mi@&%e%%%ﬁg‘%&%@%ém
ELTRYNSRER L, fiVT, BAELT, s 2 RS RIVER SR & RT3
BEbDIRCEEST A2 &,

5. ISOML7 #iDFEH
E2BRIFZEN A FEMOIFRTT L B0, ST FsEkic L 3 WEC BT
E2B HHH R UA v —UHaRE, EERERE(#E#E  (International Organization for
Standardization: ISO) XU HL7 3% E LB TH 5 ISOMHLT 27953-2: 2011
Health informatics -- Individual case safety reports (ICSRs) in pharmacovigilance -
Part 2: Human pharmaceutical reporting requirements for ICSR (LU T TSQ/HL7
279532 HiM L1 5,) EBRLUTREDLHRIED BT\ 5, Rk, Afikis
FREA D JIAZ DD T, BTHEOF LA THER L5, 7248, ISO/HLT 27953-2
HRROEEREL, IS0 & HL7 ARRTET 2 0OTHY . ZOMEHES - 18 - i
BETENTWD,

6. MedDRA O
MedDRA D#{it K OVLE: FfE OIS 2 T, Eﬁ%unﬁﬂ?ﬂuﬁﬁﬂ. Rk (PA
T ICH] &vW5,) OBBIHESE, MG AERLERREL X5 Y R
T A MO EEENER LT\ A, £, MedDRA FSEBINIC M & -3, ICH
TEBO—BRTRY & HLATVWS [MedDRA TERM SELECTION: POINTS TO
CONSIDER, (PTC) #BE&ic15= L,
(1) MedDRA HIFEZEMT2HEA LAV AR
MedDRA fHE8% 6 H3 518 H &0 MedDRA FIZERIR W@t EOB(RS)d2uE
TEMERERTA Ik,
(2) MedDRA FFEODEIR
MedDRA FIFEVY, FESEHIET B b RsE e B IRt A - b,

7



7. BWER4
(7) EPERF
WZERI D V=T S I RY OEREARIRT A D L,
(1) FHEHERF] :
SAED SRR ST, [BEFE RS S, FRERRC L v ESh
#BIVER,/ AEHS (Eilla)) CHE SN TWAREIL, tlshzRAgEsEl
FEFEMETL DL TELERRN,
WEERE D L — T T TN Y OREERIRT A L,

7. TR OV ER BRI OTHNE., SRR
WFEpss (098D AE, AF, BC. BD. DE RU'DF ItNZ 2 & OBCE) KO
SREREERE (WSSO AG RUTDG NG Z B OELT) #4T HRHE, B L BT
B 21 ED AR A A 2 &, FEEOEEL, JTHE T4 E2BHEA
1L E2BRI)FZEN A NEMEBRLEZS 2T, TRORKEET L L,
(1) EHIRORRE _
SEHIROREICHI - T, HWAFHEZ 0B UTHREMRDEREL. #E
TR B SR 5 H S 7 A REIE, F ORI E R E RHRENRE L5 2 L ek,
HEIC I AIFROEATE, F—RIFREOE @) CoBRHRRE (A H) Tl
724, ERIRBOTYSEERE AR LB EHRATH L L TRESHRERET LD
e
(2) =EH
EEEDEADSE, FOREFORAE [HEFOLE (C333)1 KU IEE
FOWE: (C.3.35)) KT L &b, FOELIMROMTEE [HEHOENT
(C.3.41 55 C345 F7T) WIHHTHI L,
(3) iRtz
7. ERIEEMEREOWA (C1EB)
(7) wEOHEE (C.1.3)
WS EII BT, SR OREL #ETLHE . R L owsE] LRy
Bk, Eh, ORTERSCERRETLSA. [Tof tRETLIL,
A . BIF3CHER (C.4ER)
(7) BIAmER (C4x.d)
(8| FSck (Codxl) ) M, (PSRl SUIAHE B BB OAFRRN (C4r1)
EMHPEAD T &,
1) ThEmE ,
Al F LT 2 5A. ERHEFRELSERZES (International
Committee of Medical Journal Editors) =& TIREIIN/N 7 — 13—
(v —r gy & LTREBINTWG,) IKito Tt A2 L, i, Mk
PR A B A DT R R O SORFIOR SN TS D TERT D Z L,
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.

8



WA BEERSE TAR S TORWESIT. 208 (IRAFE) %) Rl
FHE, SR, WEBOITBRESUIRRYET, EEESr T AL,
BB, HENRV2T YA NCBEFT 28I, F0 URL £2ANT50 8, 1%
WNF OHIZERT DBAE., Folkr BAERicRETas o L, o
2) ANEREERS
' @&@®ﬁﬂ%%?iofﬂ*@ﬁ%ﬂ&éhK%A ~o®ﬁmeufﬁib
TERLIARV, TORCIIAREICRT H0FNE—FHICRH L, MoiRL
%ﬂ%LikiﬁﬁuWu%®M®&§@ Té“%ﬁﬁ%ﬁ%ﬁé eim)
%A, F—OREPME TR ENEEAI0E, YUSEAREIC BT AARRIUT DN
CEiREd sz L, FORNTIL m@ﬁ¢®&_mifj SISO FEEIC
B OARKMETHES 22 &, YURhBITRE OAREIMIED 2 BE13. BV K
LAFIH L TEOMOAREOARRRETHTE &,
BISR A SERT 2 8513, B0 1) 23R{15350 L,
7. EIEMLEHR GHE) .
WERR S RHERRFICOWTRHT L2 &, BHOBILERER Lo EE
m?&fﬁﬁfécko
(7) ARHFEEE (Gk3.1)
WENBREENEORRES R ET A b,
{ERESAF SRR TRV, BN ERROBEN - F JIS #%) ROk
PSR EA RN L B Rl o b, ﬂﬁ%ﬁ%ﬁof“ﬂ Fi\ i
RENA AT A L, |
m,ﬁmﬂgﬁﬁ%®@®%ﬁ®ﬁﬁ(ﬂﬁﬁ)
(7) ERACRSE, Ve, ERifk OV OS2 ST EAOREE (H.1)
TEEARROR, TRIERLE ., &8RO OMENEE# L ST oEfoOTRES (H.1) |
ISR GRS BT AHEOME H.1) ] 25arsnd,
1) WIS
AR TR OME, FHORMRELMRCE LD CUlT5 2 &, BAM
MOFIRTEET DAL, REBE NG L QOB WM, Wbk, RO
T AL,
2) SEFSERE ‘
HUHEBEONE, MR RMREAERICE LD TGERT D &,
() HEFOER HA4)
%{D%"@Hﬁ%ﬁ IL%ZT% (1:



(4) 1685
7. EREE SR OFRE] (C1EE)
(7) @EofE (C1.3)
HoeE I BT, BRI ZOMEEMET 256, RN LOWE] LT
AT &, k. CEREROIEAWETAEE. [Tofy EEETHI L,
A. SIF3OR (C4™ER) |
(7) BlAXM (CArl) |
(5 30k (Car1)) X, BFFERE NE T B 5 B0 AFIREL (C4x1) )
LIMHRER DT L,
1) WFemE ,
BIAXE A BT 2EAI. EPHEREFERERS (International
Committee of Medical Journal Editors) iZ5—- TIE I 7 —3—H1
(ISv 7 —r3=JR] & LTHELNTVD,) Wit TReET 22 &, 2, ik
A b e RO R SILTW LD TERT L - &,
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.
B AR AR STV, T0F (IR %) ZREL,
FE, WEE. BEEOFTEMESGIFBRIER. EEfgrTaE Tk,
. RS =Y MIERT BT, 0 URL %2 ANTHZ L, &
ERFOMICEIET DB, FORREEFINCRHTLIZ b,
2) SEEERE
EEE ORI Lo TR—OFER R SNIEE, —2OEEE LTREL
TELE 2R, FOBRCIARECRTA2ARKNE —FRITDE L, #0iEL
R LT, 2B HURIZF OMOAFE BT 2ARINATTET 5 2 &, 728,
#H, [[A—OREAMEE TR SRS, MRARE BT H5AFRIIZ oW
TIBIERETA 2 b, FOBCR. AR EORICHT CURBIRRE OREE
ol HAFIRAETET 5 2 & YROBIHEOARENEE D HEEITL, RV K
LEFIH L TZ OO AREOAFRBEZTHTH Z L,
BIHSCERSET A AT, BRR1) BRI,
7. EIFLER (GHEE)
W b R D PRSI O TERT D 2 &
(7) B-RERRCL vREShEEELE (Gk2.2)
4. (6) V. ZEHTLZ L,
() #HES (Gk31)
EC TEGEE T2 A T AR OVWTDATET S 2 &,
T, EFREER OV OMiEmoTaE HER) :
(7) BEEESE. TApRALE, 5RO OMBREE RS 2 TeEm O FER (H.1)
ERDRARIE, TREMLE., ERIRN OV OMELEERE S TEF Ok EER TL1) )
I, THFgEiE SOIsMNEC B AR E O (H.1) ) ERixd &,
1) WHedkRE '
10



PR EEGEOBE, TR ORMEEMZAICE LD TEET A2 &, FAEME
[FIDFANC BT DT, RBFRESER LTV B3I (ISR . SHhis, i
OISR E#T AL,

2) SEHEEHRS o
 URAEEOWNE, HfNRORMELERCE LD GIET A T &,
() BEHOZR (H4)
%{D%ODE\E%N&%QTE) Z Jio

8. TOMOBBRRENERSREICEL CoEREE
TRBREHERSHEZIT O HE 0L, UTORBEETAZ L,
(1) Tl e '

EREERASHREICSON T, R SE T2 s - b,

C VRBEEIEEE IR SN OV A EE L DR S,

fﬁf%wf%éJ&féﬁﬁi\é@%&%%@ﬁﬁﬁli&ﬁﬁ&fb:&o

T2 U, EEE RSB R S 4SBT A SR A R ORI L LT
PRS2 Z E AR OFIEE TRESN TWAEEICH - Tk, Yo s
DVERE B 2 IR EEOWET R b Rt o 23 TE 5 b, ‘

72, TRREGEAT. BWEM SRR, FAMER, AR ORAMEN
THCHER L, FOSEEMAEREMEE) L THTX 35 9 Moo T, 319
B2 ) YN 2 2 &,

v, IEBEIEREICER SO T b B, RASERE, A DS AR
AR E B LSO TPRICER D Ed5,
=, AGEMRRA RO HC, BihE, BB ORREHEO —MERLNE O 0 OILE
ﬁﬁiﬁéhﬂ\m o T, BEERMEEICER STV A EERESNL T
ié%#ﬂﬁfé
ST OME & FE— E}zé}@f*@rj:;%ﬁﬁ STV BIEEOTRNMEOHBTIL, HEE
%ﬂﬁ%&Uﬁﬁ%ﬁﬁiﬁo% TR RO S QWD A E TS s Sl
?70
PBHRRIZBWT S RIS SREBRE AR L TR Y, YRR 5B 4G
m:%TLt%A THIMEOHEARAL IR S OERE TR B L A %
o T, VAR D R ) B2 B,
(2) RE%R
IRRENERA SRS BT RRERIZOW T TO L BRI RS L0 L3 2,
7. HBETERSEROEROEES L EOmE AN ERER S EET 5 6 O,

RERHR LA,

A . SEEFITH > T, BENIRE ORIREDOERNEE DN LOERINES

DDV, {ﬁ%ﬁ@{w@ﬁ% LBV REEERETE CE 5 Ll U b oy
gl LR,

(3)%@@&%@%%%%%c%¢é$% |
7. BHIERNTAR EN TV R EERTH- T, I OREEEHO— W ETEDREDNT-

11



DO EME P TS TR A TR AT IR T L, AREIRO—IE TS

FISEHEfE s L < JTHEE R OHEAICIBW T, IBRSUIRFBEONFICEELRITTEE

2 b ARBLEREN THR ST ARy OEESDIC L TR ENEZSEE. B
WL SNERE S RS IR E T A T L,

A B RR O

(7) eBREDEZEDREE O

D BEERSUTF MR & OB R A M OFHIEER & T 5 IRBRIZE VT
EEMAESERO D b, WEEBOE/S L OBNINEFCHEE R TEFRIC O
WL, F—HESH ) T EEERREENTWAEAICEY . ERICEET S
WAl LCRY ., BHEOBEISEOMRLITLRVEFRE LT, BERERER
Pedn, FEL, FOLOREERERBICESL VA BHEBEENED LY ﬁﬁ
ho Iy ) S EEEPER ST — ﬁuﬁﬂ%ﬂmbtﬁA
HRNIHETDH L, '

@ EBEHEEHEREHT AR TONELELCEERRET 2 28, 2B, =
U5 DEIE SRR RS B BN TR S TV 2B AT, B SCE R iR
B A B, _

1) YR OE (TR SNAREIE, (ERER, ERERTSHEICSH

B BAFR D)
2) st R HIRBEEOEE (BN CELT SRBROSAT. BHEE, mdR
XITEHTEH biHT 5.)

3) ERICEET 5EE& L LTI R S FROFH R OREHADRIL
4) FNEORES R L FERO I D E L TWAIEEINE, FORE
5) F—AEoF I RESOEREIE
(1) EEWEEASRIS O & 7o BRI L 2 RIWER OBk
@ SE AL OERE ARSI CREE MR S BEB LZEERIZOWTIL, @
OEEEMEOTHE LT LV EG L LThH L UDIRROEEE Lo F LSS
2 R UA Y NEEA SRR & O TH Y Fb s b OICIRY | BRESRE IS LT D,
777 L. ERNRERES TR TE A WEGY A U B3R,
@) TRbicE T ARLEE L LC TRORELTS LI CER B L., #sER~
A NREECEFROERT D 2 L,
1) MBS ONE (TESNATMEIDR, FRER. BERLXCHNERE
7 BRI IIAS)
2) KtE L AEBRITOME (ENTERYTAEROESE. BHER, B
IEHTFER bRET 5,)
3) ML O ER H LA T SR T DRIUR ORWER ORI
ERS)-tis
4) BAMEOEN L LTI 3 S FROH K O EFE OMRAL
5) MEOBEIYSE L R IR 2 LT AEEICIL, EONE
. bR OB
(7) A EERIE

12



@ IEEEEEEOMEREE H b, ARENET 5 E CXIRB P BT 5
= COHIH &5,

@ JERETEEEOREAE LRSS, [ATRSEMETEE T L O D E ]

 OBHERE P, ARETYET A E TR PIETS BEMEFEE R UA R
HEEATRNCEEC LY H LIS @EUTAl) ECeofileTs,

(1) BESEERHMTWTT5HE%.

O BE%rRYUETET 50 R FHREND B, UIREHRICREWT, TR
ORAHEBEOREERICEHMETS - LATRINIGEE, 20552 RES
TRV A L NSRRI EEC LY HE UHT, BIRAEBE NS EOIRE
HEOREZRLT 5 COBITREFBEETH LN TE D, 2B, 1RBEIER
SEHE (W %&&U%@#%W¢Q@<)%mﬁbfmé%ﬁ¢ Wb ThEis
TEFER O 58 %%ﬁ%ﬁ TR TR E R O R S E A

AR RSB, s, ﬁ%wﬁﬁuﬁwﬁﬁﬁé®%¢%ﬁ%ﬁé
B LS E L EE R R v R DAV MISEECIRRCEHT 5 2 b,

® Bk HEE

PLF OB R TE Lo 3 CEEER L. %%%ﬁv*/%/kﬂﬁﬁ CIEE M
THIE,
1) Y DRREENER - BEYSEGERS R EE L9050,
2) BRI AT L, AT SR E T D,
3) VeERSEREO R HER N, OYREREHEIEE HAE A B A 5THT 5,
4) FEISNDHREITRETET 5,
5) T ARBROERME AT 5,
6) 2 RET AEH | &  AMACETE 2,
ﬂfAﬁk%EWﬁéuﬁé%%W%gﬁbéjf%%%ﬁ%#é#A i3, B3
Bl LR AR LRI ERSR WG T 5] AU THREEHEET
A S TIENTHSEET < 2 U AV AL EROERET 5 BE L DT 5,
8) fHMEH R INERE AT B,
9) FEsEit MRSHTEOENERLEREMRGAEEEERER] 275,

(v7) BHFEOERERHRILESE
BIZ % FEET A BAICIE, BREER L, BERSREZHATL 2 &, DRI

IR FORBEE TS L SCERER L., BERE AU A MR AR R

AT &,

D EE NERERWER - RYYEESERSBRERPHE - & L, BIRL-HEH,
BRAPRR R R MR T 2B ATl 2 2 &,

@ TEEETHRASO—E P 52 E SO TICET 2 M EEEICSWT (F
F% 24 4E12 A 28 HANTIRATRARE 1298 5 11 BEANBEEEE W RAHEEHE
EmE) o1, %ﬁ%ﬁz&vﬁ%ﬁé&%ﬁﬁm(mﬂm)%ﬁﬁ?
AL,

@ BRI Lz %ﬁwfﬁﬁéht%ﬁﬁﬁgéﬂﬁ%%%m%@
&R O TSR E OIS ISy

13




TR R T BT O T b, s RO A AT A BA ThH - T,
ENENDEEEDOG AL, FOWPREORS T CULIBBRSTE T L) 79
Z &,

Z. BECERNTAFE STV BRI OWT, YRR ORGRRAEE LA OE S
BREPNEIEA L7220 28 - 2IRE U - HEO—EEHFEO DO % =i+
DFEThoT, MEOH CHENIIERE LG TS & &3, REREESNERIER
LEFEREFBITHA Z L TELRZ AW L, FE L, &L UbissikEs b K
FOBUSE ORIT, SNERIERSEFRE OWE L OERICAICEY 2 FE I SV CH
VIDTCERVER L, BEEE VAV MNIEERERRAREHT B T &,

ZO%HE. [RIREEE TIIERETEE, RREHEEER. R E R OVERE T A
DB LR ORRE SR TH TS Z &, AREES Y ERS T
THARRRWERSERE 21T 2 B TG k11 EZRMICEET 2 Z O iE) Offlic 2 mt
¢ ITIKEN) & AAT5H0 L, -

. ER T SRR OV TR D IR IEE UL B HIERE Ehi A E I X 0 K
DIGERDS S S TWDE ST, B2 OFEERICR A PRI S AEF e 25y
R~SETHBZ ETELR XN &, 2L, OB H-ThH, mEOMTHE
YEHR AR TA b,

14



PN

(BB HErg—

TLYLARBETRE

w Jww] 1 e | z razern T it ¥ ¥ [ = T P> xlxdx [l [@[@]x]x[x]xfx]xlxlxlxlxlw[xlx[x]x]x|@[&[ %[ x]x]x]x]x]x
a_jagge] o | s | ¥ g L%y Y| v HIQIi@ie | x x | % b] % b x| Q@ | @@ | x| x|x]|x]x|x]x x
ai_|aau0] o [ | ¢ [T ) derges Y ¥y xix1xIpioieo e = % ® ® | x [ = x | x [@[alalel«|x|x|x]|x]x]|x x
a0 lessw] o | a6 | s - - -t -1-1-1-1-1-1-1- - - - PSR O O O DO A I O I I e .
w o]z [alr 5 ErTy v | Bl EREREERENERR x [ =[x % % [ % [ x| % [« [x | %[ x| % |¥|[x[%[x %
o)1) L] [} |13 r ¥YHIND BETITIO 17—t hd b4 x x x x x x hd hd x X x x x * k3 x x x x x x x hd hd x x x x
w | 50 - 1~ . P P P P O S S P O S B e - P P P P P . DEOLEEE R HT Trq
oo | &g w0 I T Heh rlr a x| x| ® | @ | % | x| x| 85| @] ¥ | x| % [ |@ | x| x | x Vx [@ i@ xix x| « Wi iEm FLLe
DR AGEE Al AT
9 6 0| GRS ACISTIRT ] nEHE e
0oy e6s0i o c z PV 2T 216 B R ot —] —~Balt OS] Xl ylv - - O A % EEE-EE-BESENE-EE-FE-N K X X X | & | & | 8| x x = ENE-AE-RESE Y- NN * X BT el
on tesge] o | v | € - . . . - . - - - - - - - - - - 1. v - . I - - P A A A S P [T ar Bk eI Tl
o0 fasini z e | ¥ g At iy X | %} x | x| x [ % [ x{x 10103 %§x]x{x|x[x]|x|x|x|x|x%|x{x[x|x|x2/0[@3][x]|x]|x x | x| x UoHIaAWEYIAEEPaS - AL fLE | AT e
on fesany i by | 2 LFl1ial el A¥fin=t Yiv ¥ x| xdx I xlx | x]x iD{0]%x3ixix{x|[x|x|x|x|x|x%|x|%|x|% | x[%|F/D|x|xrx X |l x| x LELH I1ZET]
o esenf 2 Fev | £ g At v X | x | xjxlx|%x]x]lxi@i@]x;x]x]x|x|x|[x][x]|x]|=x[x]|=]x[x]|x|=x[8]@]x][x]x x | x | x e seALIsAgRes — e LY By ] BOAlTET |
o len| ¢ [ | ¢ iz A¥fids Yiv X ix | x| x| x]|x |xlx @@ %xixix]lx|=%|x]|[x|=%|=%x]x]=|x]x][x|=]|x%x|&|[&x]|x]x x | = I x [T Tsz e
o [eeqn] o [e | & - i F O S S N A R I I P P I I P A A P P A I P P I R N I .- P TEAvE zizol
o [ on[ofwe[z wooal ) vy X | % [ e x p x| w % ix]w|x]x|x|x|x|%x]|x|x|x]x]x]xix]x|x|x]|=|=x]|x|=x]|x]|x * x| x Fra
w|owlofwle: o0DoL axl Y| | % | % X {x xlw [ | x| %= x| % %% %] % ]%x]=x]x3ix{x]|x|x]|x|%x|=%|=x|=x|xFx[x}txtx L7z
0 i} 0 8z z ooeaL. axl h 4 h 4 X E] X X X .3 .3 .3 .3 X X x x X x x x X X X x X x x * 0z’
b L} o 2 z oooal AxL b4 b4 x x = x x x x = ® ¥
o | oo fo |z 2 "% b0 YR O F W ON ool axL AR S| @ 2129 |9 Q0 @) F i
o | oo fo |m|z A Y ITHOF MO, ool L vy|¥ B RE-RE-EN-AN-R-EN-] T X
o | oo | o |s]z AV N, ool Axl ¥|¥ ERE] FRE-RE-EE-EE-EE-EN-] 2T 5
ALY, W ﬁ
o | o0 ) oo | vz ] @ [SRNBERNWEYENLTE, ool jLdy y| v 89 |6|@ 0|6 2|6|81a|0/5!0[Rid|Q (9| B¢ ¢i2leg1e|e, 60|80 @ 0| 8|0 ETHEGEE 181z}
o0 | oo f o [ex]a 00 ey ylr (oo (@|[x|x]«x|«xlajl@lx|x|a!did}xix|x]|x ® x gl x]|x|pIS|[8 x| x|x|= X
o leegn| o | @ | @ SR ve/aneL . Unajecg LA EAF I IE-EE:) w [ x [x PP wfufafeinlxc]x [ % | % | [ % [ % | x| % |%[%x|% = 5
o |ssto| o 12 ]z § %L y|ly|olofolpolofOjBo|xj«x|=xpxpxfwefxixix)x|xif glojojoja]x]|x|x]x|x|x]x|[=x]|=|x][]x UG BIB ALY k| [enler
o |ssgol g |ozf & giElzrg A¥hd=—C yly|o|lp(pjo|jofo|O0 =)= jx}fxtxix|x | x|x]|x]x10]/0]0iC{oi0l0]x]x%|x|x]x|x]|=x|=%x]|x]|x]|= EEL
o8 |sEl0) O 18 z a0k AxL v | v!plolo|ld|{d]R ] * * % X [ x | % | % [ x| x * | % p0O juli li=: 8; 0 x| =% ® X x x ® X x x * rEL
o lesio]l o[8[ ¢ z WiN vy v v v |w|[w|w|w|wlxtix|xlxfxtx|x[x|x|[x|[xiwiwjw|wiowlw|[w]x]|x]x]x]x]x]x]x]xi=]x RERE] TEL
FEEE FEE N _ I P S S P I T I I O I I I P P I I I S T I S T I I I I I I PR S TR A B 5
w [l o sz ar a1 vIvig|lo|glg 7] % J % [ % | x| x| x| x[x x G @@ [D [0 @ |[@ x|« | x|=x|=»|x|=]=x]xix]=]| R B i
o | oo | o |slz 0020l L Yyl vi | H 6 o 7] BDIHIH I BIG G B § -] yivivivyily vyly|v|¥Y| Y| Y| ¥Y|Y|]Y| Y ¥Yiv ¥ LT T ST i
w | o |5 |l - 00201 axL LAEAE-AK-NE-NK-] L] BIQPIDIG |G| Q| @G @ yivi vlwv vy vlv|v|v|lv i v|vriv|¥.¥v ¥iv¥vi v HEDE S arer;
90 1] [ z DL DiL ¥ |wv x| x| % [% ® ERENEEEAEN A EARE] B3 X Ex x| xl@ [ x | @fx|x | x| x)x]xfixixi@®ixi FUIROTER 82r]
o8 | oo joo |a{z o020l L% ylyix|x[x|plofololxixt0|lB[=x|=x]« O0l0]l0j0f«xtxtx(OlOO0lC]lx]xlOj0lxixfxiOjiDinin E RO E R THET
o | oo o |z < AXL vy vylx|x[x|D|O0[O0|O0[xt=x|D]0[x|x]|xOflojoidf=x[«[x|Olo|G|lO|=x]xiO[0fxf»*|*xO0]0JB1RA UIERANRISASH0 - Lo r WRIERH| [ealrazr
i
ST B T '
SHELRH L RRAUE R . .
o0 | jola]z VB0 A¥hi—e 3ok ppREll v v [ » | x | x 0|0 |0 Q0 |xtx |00 |x| 00000 xt=1x10101010)xxi0i0Fx}|x}ix|0 o0 LELUERSY LXK
o | oo ) oo |60 € 0001 1XL ylvilaololn|lolo|lo|lolojo|lojlolojojlojlgjofgrglalalodlolpoloioioloigipniaioliogn Bl [N
o | oo }oo || 2 peiddupgranyor A¥n gslejelg(elalolo|le(e(e|lg|le|e(g(g !9 @i0(a B0 0/la/dladald digiae|d 8[a,d 314 (75
o | oo o |w]e 5 Ax1 ¥ lw e | x| x| x| #[x ] x|x|x|[x|0]|x|[x|x§j0:0t0fx| x| [%]|x[x}x})x§Fx}|xfxfx}fx]x alo UAEIBAWGISASEE0T - /£ £ 5 RER(] [
o0 il D Pol z £z i v | wix | x| x[x[x[=x|%|x|x[=x[x|DO]x|x|x10¢!0;0f)=x % | % | % | ® [ % )% & px pxpx Dt x x| x10l0l0 Lec SRl ¥
“C]
L2 AL EOCHAANID
“RARG pdd__ut_“mm
JPALY SHSLENE 1T
US| B HEG
0 | oo i 00001 AX1 { Mrsb D84} CoLt IYHE i) olplolg|lgia ]| u] SRrC RRHH DR LAY
o | oo - AANHAKDD CENTI e -] [Zh pcii) ) vz
U A RS2 R B
SRERATIIMELT) 7
iy el ¢ 1) i LaF a0l
2] SNTLPH 2 RBAER I
o | oo e |z | el g e R g i ] Wi MengouanEE]l ¢ | ¢le¢ | @& |o o |é | o0(0|a|0le olola &0 8 88 0|6 | dd 2igloiRigjlalalglalalala (s B H el 9Lz
w [ wm w 5 ey clejo|e|o|o|o|o|lo|o|v | o|o(o|o[e| elec elo|lealale[els ojlojlolojlojoloe|lolo|nlala - TR m G Bkl leneien)
3|
CEALY LT
mhﬂﬁa.ﬁvwﬂe.mmw
w | o io Lixls) AEfiz—E T SR EFOSWeY) @ (TEE2R ) R =42
o | o n = : E e [
| W
1o | av | &)
e B e I WEH [ o m= HE 45—t
(0T )4 —Ev0Y AR ey e sH sy =~
R
Exl gy
Zi
=
. i1
E BV (LT ey
By FA Il o Bk
a2



¢/¢

T L ECR AT I I ] T ¥  Ylx % | 2 % = x| »xJofJolojio]x=|x]|x[x[xtxtxfxix<|x|[xx|x x O/0 0 0p*:xpx|x|x|x]|x LIS ALIRISAGIR0d - SO0 E |
YT Ll (T ) I DFEEII0 Felig-E v v x| % | x| x| > |x|x|ojlololal|=|=x][x[x}f=xtx|xkx|x]e|x]x]x| % 0|8 0|0 xtx]x]|x|x|x]|=x m\nmwve&n,
K1vel
R ok el 89,00 | 65, [ Y - PO N T T AR A AN NS NCHN B - S N S NU NN SN SN B B S N A PR NS O O N NN PO SN SN NN B NN O N Wi vt 20 (2 TR T
w Jesiel £ [z | i s KL ¥ ¥ ix [ x| x| x| *x | x [ {xix o]o|=[=|x|xtx]|x|xfx|x|xtw]xlx]x[=x]x{oiafxlx]x|xl{x]x]x uo|GapdsAgapos ~ (LELIRIE
w |eeie| 2 [ o] ¢ AT SEfid—E ¥ [ whx [ % [ x| x| x| x| x|x [« |o]o[x[x|xxix]xcBxlx]xl{xqx]x|x| x| x,Oj@pxf{x]x|x x| X - [ 154
w0 |egle| L zl L a0y Llxl ¥ o ¥ lx [ x| x| % | ® | X X {x {wlw | w x| = x| % ]x|]x|xgHx ® § X ] x ] x 3% | % | x [ x [®wiwix | x| x |x [x|x]|x [7e]
] I L Z B B . N N N - N . - . B N . . . . - - H - B - B - - . N . B A . N . B @
ol cgzoymwn«_ﬂr%_w
w |egio] o [ ] 2 ] Ll v wvlv v v vivivivix|x|x|x|o|lo|plojojolojvlwiviv]w |y v xixix|xlDjoi0lolojolo CHRLYQRWNBEN—| Le oy
0w [espf g | 2 NIV SIS HEEID NEfin—z y vlv v v vivtwvlw x| x|=x|x|B|lojojfojojcjofvlviv | v|¥ v ¥vixix|x|x|Djoipolojoiplo B O AR e
velsIaALaIstgapodl
@ |esof o e |z ¢ IXL vy lwvlv|vlrlvivlwlv[x|x|x|x|p|lo|lopiogja|o|{clv|v v v v |y vix|x|x|xjn;plOlDtGlOl0 - BEHGY (ORTBTEI -~ LeAb g2
o [eeiof o |ee | 2 NEETID, NEhde vy v |v viviv|v|v|v | <= |x = |og|lolcloglojolo|v[r v v[wlwlw | x|x|«efl= plOlOIR]DlIOLNI0 #EBOENGRU WS B EREy
oo |sggot o | ie | @ 5 2L riviloiolala|le|le|lo|a|o|lo|lolololois | c(loleo/ole([o|lalog/alolael|s|e¢|s| alelajajlalala - EREGOREWEE X
S ETT LY
YARTENWGEEL
LR OATHGEE R
CVIBTILE7 ]
P LIRS 2T ARG
2F) "W EF T LYY E
oo fega0f o Ju | z I R (P IEWSEGIRARHeIeE v (Y@ (& |@ |6 |0 | 6 (0168]|0]10]8]8 slo|lo| aiealate|lo|le|o|la|ls | ala|a|d|a[ 5|86 8 & & O HRRLORERE Y Ry
m twge] 6 | 0| ¢ - E3 B SN N I AN A I P P I - -1 - PN R A N A S A A A (3 T RLET T ] i
o0 T ]olel| - N P | -] I I T - e T T - -1 W
(U ETRCIEE I 5 XL ¥ v x| % | x| x| =[x [*x|[s|xj®i® x| x| x«[xFxj=s]xfx]x]xixixix|[x|x]x]O1@1x]|x]x]|x|x|x]|* Ty e L M e
£ | &
HAZOY g jwloalao)|galas]|oo]eal|vaiog |om e |ve|ov | ov v | ovioviav wwiog sol3alenlodlsalvalonl|oalealvaiov v gy OV O¥ | HY vy )
<) B —,
R aw R AT LES WY By Er e B P Efg—£
bl bl Ay sctwey § LN T et SHy Sk - VR

LRI (BEN) ML E S TLY A B RETE



L/1

(415314

(HE(e)dea) EMig—t

M%ﬁﬂmgﬂ:m@

m | @ | o |w] t = e [ T-1-1=~ [ I I S P P I S O P R N I S P [T¥%e)
00 Pé6L0) O F W | T ane AXL yilvlyjy yiv vivlvylvlwrix|x|¥v vy v|lv|wv|viv|iv|r|vriv|vr v v vix|xlv v v v vivly pabe il -2t PS4 SO
0y jeaf0) 4 P | € ooe Axr viviaralejglaoiololofx[x|ojoflolalpniolofoloclpiololojoiolatixj=jojlaialolo | olg 2L
o [ea ol 0 | @ | € 13 AXL veovjaloloyolalojalalal«x(xlo|lolaolafdfaofolofololola|lb|lololo|x{*[olololaldlolo HER O£ [ LIVE 1Y
oo [essn} 0| 6t 1 ¢ - CO I ESE S B I A N P I P S I I I O A I A S S S B e A P P P T I I S O T S B Qu.;ﬁgﬁl@@iﬁﬁﬂjw TR
1] Q ] L dojoeg ¥y »i® o000 /e atR|lej@|x|xlajlaloie & o ele a|lv|o|lea|le|lojo|(al«|x/o|lales|loalo|e|a S AP} 0 3 hmmﬁb.ﬂn‘ew.ﬂ FEED)
%0 . - P I NS I IR N S A I T N I T O I S P A I I O S I P B P I O S B S S S S I )
[} a t g Lt G Q910 6 6 /D 0 0l6 a0/ dlg:RI9Inlo aiale oa alele|lo| e|le|e|la|e|o|e|lelololals 'L 9|
i} o s fe nggE PEfig— © 00 |G 2 &/ol0 oo /ofenialg(ojojalelalele|lale|eaalelalslolelolalalnlals "0
[T o |t | e oL ixi Bl otale al/e/¢o.0lad/o/v(lalg/og(/o/dleloala|lallalolsiciolele|o|clelcs slolol|e ool a O
1] 1] 43 L - . - . - B - B 0 . . v . . B - . . . - - - . v fer - - - . - - . - - . . . - - w—_RESI.W_ xﬁl_gmﬂ.— 'Ll
TAVEAILgRLY
quwﬁ.wh.wﬁ“sﬁ.&%w&ﬂ
% G RG] L3¢ BN E =na
| o e %u‘ﬂ«wﬁn EXGENY Tolidoa o
o | oo | o |z |e TEANL W BENEE ¥ 2TY 3541 L | diousHar]l v | v |8 | ¢l |o|o|oleloglalejleleielelels | sjelolesioie oje o sla|lea|lele slole @[ Q[ § | SRR EWOSTHEN oY) R gl
<wmpy _
Wit oy 4]
pIE=UAGRDRLIZ0)
Jprdgunpyes)[dds <ok mpow Jregy
e
L B LA b L)
o | & | HA=CaTHE I HYsd BB ¥ ¥l x e ix v i w wiwiwlxlyiwixlx|xiw | wlw|wlx|x]x|wlw|lv|w|x|[x|wv|lw|x|x|xivlr|lwrlw 2
[ oL . 9003 AxL ¥y vix xIxlalg/aofol«ixlalal«xI«x[xo/D0/o|0fx]x]«x|ojo{6|d|lx|x|o|lp|x|=x|x|oclololo MDY
o0 |en.in wic N — e e T - e e e e - - -~ . - I I I N S N R R R s L Cear
e | oo [ o el Usajoog Y rllx x| x @ @ o @«|«xig@;xixixl@i@agjldaix|x|[x|e|lald|g|[x|xlalal{xx]|x]x 6|66 LG REI M Do
@ | oo |wle - P S S T S A I ' I I P P N A - . F NN NN NN VS I IO CHN AP A U AN IR R S B B 77 T o el |
0 [ o0 [ o ]a] e aNAED CHWEFHE ¥ ¥ # vinio|lo a/a|s givicarojsla|lalals G| o . BEYFSHER R EY|
9 | 6 | @ 50, € QENMGD, nﬂ_miltlm yY.v RIQYIDIIPIRPD IR Q @G|GS |G |G 9le BRI i
@ j e | ajwife g yiv SS9 Q|| =[x |0 O D o/ole|lalalalx]x Gio|la UEIBAMISISASER0D - ﬂ!ﬂ.ﬂu-
@ | o | o fte| e Zigez ..K?.lu rivw Q| @ | @ |x | ¥ | SD R|C|® @;@|8 @fxix RE) [ TR |
w e [ o] SEUMNOONMALGT | DRUSHREE R ] ¢l |d (8@ (D @ e|@ 0 8 oc|le[giQ d[ale @ |8 HE QWY "D
LY ] RO LY ISR
e—wﬁ&§5ﬂ8¥ﬂﬂm«|$wu FFEIL TR +|
g0 | oo | o | o] g SRR oMt Nl i) ool %L [¥r uEuEE])l 9 | 6|0 |6ld | flo|lcleajo|alalalals|lel|le|lelale|aloiciciolieo| a|o g e e|le pleoleanlole I 2 T35 ([T L. (M3
w | w5 |w]c - P . £ I I EN SEN S N N S S B S IR NP S NS N 0 - P P P A A [PrITA Feak AT Y [}
3
FEHE 3L b N
@it S e | Bo0a |~oopof p | 11 | ¢ nlaaaiWAras | CHTNFIFE R E e iblo elo|lolgloglo|lo|n|lojo|la|lea gilalaigloiglo|lo(aleala|la|alalale|e|la s/ el ol e G PITN)
FIEHE @EZ.E -
| ole” b o] ~oomf 8 1 a || XA CALITR ] JE fivjoloja|le|ele|o|lo|o|ao| o o|0|d/ o 0 e vl o|lo|g(g(o|lajo|lo|(o|oja(oale|lel|a|ajs QISR o or | EITN,
|
R 3
@fe  AHEe)EuN| aees [~ao00] o foge | L ARV R FINILE R L] ELi DIODI® O/B 0 P Glsis|s|lid|la|ajle| 8 @ sl sjieoiaiels|o|le | s(s|lo|o|lo| vjlalajale S T e S 7
-z .
LB U : .
CoUB "R LTI RE] B006 [—~0000; 0 | B0 | 1 xS ARVELEHSNEETIT) ool A¥L 2019 6 60|80 @ 9!I09;09]0[0[e a/n d|la|lajglials Bloleglgioie|aigleols|@|la | e|ola LY} etk LN
o
LT e (EHEA R ) (-5
euﬂ&h.ﬂwm‘_«.hm [ avg0_[~oo08| o 3 0| | - ES% I S SURY NN NS NS NCUS RN W T NP AU PR SR A PN PN S SO P AN PO P P A 2 PN A AP PO SO I TR R IO IR N Q7P v e eyt
o | o | 6wl baHHONARKDD | ARG Pivoloeigieie:o et olalalololelala|(olo|o|lo/olo|(eo8(lelo oo (o la g p|o|lo|a|leg HHE GED LA/
o [‘es | o | 50 1 T LGV, Vi [ ARL legje ololo|ld|e!/é & &/ & 8 . 0:!0:6 0|0 0| a|e 2 e 8 6|l e 6|0 8 e o e!lalgjalse P ERE L5
@ e | o e[ | YR ROLIEALSRIT ] Axt Bpioroloiaif a0l iadlaa ploje|lo|le|le|o|le|paicslajias| s @ o o ol o o o sl el BB LY/
CF
o [ 01| g} | ) ] EVEsRNsIroRTkT) oo} axe Blo oo olol oo alalslaloiolaigials|sloie|le|lelelele/gsioja,sicisioie| a e | a it Ty TN
o | o | o | e | ] Al Yy yig|n o/lo|lolo gioialoio/lolole alololafeggololaie/gjalala|e|le|e 5.8 @& |6 - Wil RO LA DBATL 1N
o | oo fop | ] 10 gz Axfid—= yiy!1glolglololo/loalo/o(@ o[o|oalea/ealofalafeo(vleolole|lelalala|lalel(sle|ec|elel o] s PG 5B ORI L E ¢ 41N
AV Halvd
2 | oo | o ool ¢ - i P N P IS S P P . M P P P I e YL AT T AT Lats R AT LN
+ w
. g | wiaa * 40 * N ﬁ o0 edvalon|od|da|va oy |dv|3v |av|ov|av|vwloo |0 30| 0o|oafea|va|ce|on(ae|va|ov|av|aviavioviay vy o
. . ’ ) -
I [ o bl LI LT o wHy e L . Bl s—L
e TIA—HoY WNBE:L =14 Ly
o]
2
mm:._ébseﬂg.wm_
T WY
|5 PRI AT S 9
mm.w.whu_h&“_
wHYFTYR __mﬂwmm - ]



¥ NEHE Q|
o jesgel o e foe v 148Y, ~BBIEDSL At vlwlel|lolvlvlv|vlwiwlwlxlx|w|w|v|lw|lv|w!lvilwiv wlvlv|wly vivlx]x  v]v v ¥iv Vv V¥ zrieg)
]
an_|ss 0| o § EO [ S¥N'IASY (1 1%l v|lv|wvl|lwl¥v|¥|[wlriv v ¥ |x|=x|*|¥v v v:iv ¥ ¥vlv ¥ | ¥|¥ Vv ¥FiVI|V v xix | ¥y | v |v|v|¥|¥iw il x|
w {sewe| 0 | m} ¢ — S I e R R . P I SRR S R n I I I PN PR PR P AP IO TR AT S A N S AR IR frag
o | on | o |ur ] - . R e - | =t -] - T S S P I g
g
(=Lt st
oyl
TR ade <RA mpaL ety
i o
QY RE— LA ALV
w fadgo] o foen | ¢ J Wo-camyes 203 el Bitodsy vl vfiv vlelvlw|v lvlvilwolowlw|lv|w|y | xlo|lvr|viv vy lwiv | viv v /v v yiv|viy v ¥y v ¥I¥ 24 1 e
4
00 ybel0) 9 {oo ;o€ SYNTYSY a5 1L v| vlolologlolotloio|ololololn|lo|lolalolelololglololo/0:oiola)0lci0i0 Qiololoae wxens|  pie)
oo e o] o | ve ) e - R P RN .1 - T-J1-1{ -1/ -71-7+-[-]T-%g-1T-r~""{.-1-]-]-}]-f1-"1-3- (AW
oo [ oo [ o [e8 ] & a0 LX) T T T I w [ x> [ = | x [ % | % | #% [ % [=l=bx x| =[x =]x|%[=x[x]xpw[xix]jx]x]g|x|x|x;»x3x|x
o0 | oo | o |ewf € M E L it 2yt FU) L ¥l vyivlvlv|vlwlvlv|vlv|v|x{xivivy wvlw|v| v |y |v|v[¥ ¥ ¥ vi¥ |,y ¥ x x| ¥ ¥ ¥ ri¥. y|v
w | fp|w]e LA I 21 3 A¥L wlvdvwlvlvlv|v|wlelwlwlxtn|vlvivly|v|v|vlwv yiv v wiw|o|¥|x| x| ¥ FI¥¥ ¥ ¥ ¥V
oo | oo | ola | 4R I91EgST AZfi—T sl alolelc|lo|o|o|ololo | ploalelco gleo/e[/e|laj|e/la:6;8:8,@8]|a|6/6. 0@ 6|laiele | & B @0
a | oo ¢ o | B[ D 51 1%1 olololsloleo|n|lo(ajalelala glalolololo oleo|leigle|leslelalololg|laleleod 8|0 @ Co R RO W,
o f e | o |esfe CRAE Y IIHRIFFIY. o A¥1 glele|e|e|lo|ls|lo|olalo|aje| s clglojoja|gjal|ele 8. slo|lolatsla|s|lale e 8 08 (RWNEDWT . X
o | 0 | o g b TR YRR 5 L1 slo|lo| o|lo|lo|lo|lojlojeaislo e | o | o|glojlajajeaisia alo|lo|lgjlata|lae|ls|elie g a:d|d ekt L) 1T I
o0 | oo | & |85 )| € Co A VAT RE S| any 1%L s|lo|lole|lelolale|lale | slo & g ololajeeele a@|la|dldla gla|lo|lale|dig | ia|dla|q (G ) o FEEDY
CAXLT—FE]|
w | o o leele - L Ll . L N W L . . LI I N ENSHENE RS HTOSUE|
w0 | g o0 | %] g A YR AN R 08 A¥L elola|lalealeleleiec slo|oa;igiale|a|e | a | dle slelo|le|la|lels e o8 @l a|la|éla|ale FEED)
oo | o o [g6] ¢ | -ofuyIragd. i ag 10 wlvlelvivlvlv v vlwiviwjvlw|vlwiw vy v vlvivivjriviviv/v |y v v v ¥y ¥|¥v ¥ ¥ ¥ FEES)
w.iow | apem | € T LI BT BB Y ® Ity gslofle|lo|eleleola|/eiojo|lale|lecla|ole €8 . 0|0:0|d dlé|le| 2 /6 o 2| 3| @ e&|a|o6ldd T2k 2 e Eeed
N O O T - VRIS SR EEY, L3 LX) s loflelol o glololg|lalolele|le|a o/ snjojajalaleld 2|lole g o s oicie|s|e|a|o|dld @EG#QML ZEe]
ea { oo [ 0 |05 @ 2 iea'er 12k i) LHL | x o | x| x| x| xlw bl ]| ]| w|xlwixgxdx]x|x | xix|x|%x|xx]®}=xLX X | % % fox - HEGNEML [ aogal
[ 0 P B © - . - - - . - - B - - B . . . . . - - B B - B . . - - B B - - - B . - + - . . BREOTTEE £E
og | oo | o | ]|€ SR YR KRR oL A¥L ol eloiolojo|le|ao|leol(la|lo| a|o|o(a; ;00 6| elo|lplolel oion|es|lelols|p|lo/aja|lala]|a WS R R _ZED
o | ool o [ ]e 3 Ll glololo|lale eloajico/ala|loglajle|slalelel/d | BIO o | o lololo|la|la|lele|ploalalalalais ) & TameAwEEhGepes - @ BEE  LEAll e D)
op | oo | oo | a [ ¢ 11785 A it slelelslclelole|alo|le|a|laoalole|ale(alela|olela & g lelelelo|lo|p|lolalelsieiela [F T e red
a | o0 o |&|cC - P RN PR I I I R I - - P IR I I I S I S A T S I O I I S E Ty e e 0
oo Eessni o fowk | B i 4 Mool e v | ¥ | x [« [ x[@|olO @fxfxjx]=]x;x % Glo|o|o|xlxsixieiaig|o|x|«[x|[x|x]|x}x18% 8,00 ATER R — B 0T GO B (kY §UTy
o [ss0] e || e 5 1xX1 yivli x> =lololololslx=xTxixix[x|ojojojogx{={~lofoJololxlelxlxixjxix10 9.0 [u] uoisia pueisksapeo - B [IBAlFTED)
o |sse| o §EepoE 20 Fab):=] S¥—E w vy s lx | x|0]olO(0[xi=jx]x|=x]x]|=ojodjDl0fx]lz|x10410 Olo|x|=x|xl=x|jx|=|=x{O[Olal0 -1 FIed
1
RS dphg 1S4 & RoAU P
(R oI
W "L EPPIETE0-
“HoY AE
A FoRLHS RO 0002
NEHE A W (AA0TACTCIVIY)
oo [ogrof o |ty | L “ANTHSA —BRIosL o] gnEm v |v|ole|e |0 |0|0|06,6 x|x18 ela|lo|lololofetelejplololjo/ela|x | x16 . @18 ,D0I010 A CEOEEN £IZD)
AEN
on Jeaol o fop | & MisvesH = 1K1 w le o x| I || o e b s |m | [ o b b B |l dmion x|t |t mjkpx|mlx | XX X [* BEABGERY|  LTITY
AV
do j6618) 0 | BC | E Sy AS 5l L), w | e | e | > | = | x |l [oe[oe x| ]| w|oedwiowdn]lx| x| xlx|x|x | X HPx]xikr X % | x fx b | x BE-T T BCESL i FErEY
SSVIE
o |Gaio| © L1 11 SV MSI ok XL X | %[ = | = b e x| [ |0 | %[ |m b | w [ x| | x [ % | X x | % x wo | ow §ox x| | x| % | x| x| ixix (W R RO BN S|
HEN ]
o [eeun| o i T SRS o 1%L, xhxdw el [ || x| x| wfoe]xloxln]x]|x|x[=x|x]wxl|x| wi*x ¥x]x]|x x [ x [ x [ # | x| x]x]x|x |=® (g ) WO BB eI
ASYN
m es:0l o st [ iy NS ool XL x w | e ||l || x| x P ix|x|x]xiw]=|x[x]|xtxfxje]=px]x]xjx xix]x X[ x P x| x| x| x|x|x (RO eTITo
HEVN'
m eeue| o | &L € ANSYREA) o1 XL wo | e B | e e | e || ) gl | % || xfxbxfxlxfodxixpeix]x|x}x}x % | % |wdx ]l x | %[ %X X K3 S T
gl
o |eglo]| o Jspe | € S HEU i) LxL w oo | e |l b b b | [ ||| > | wlxninw]x|[xlx|=]|=x]x|»x|«jx]x]xf{xix]x | x X% % TRk B A VZLTY)
G0 |esin| 0 | BE ] T - N RN el o f - - -1«[++1- - - -1 1 e |~ -« -1 -1- EEHANTHROELN [PE3e
-
o |esta] o) T _.Exm(,.\ums ag ARl x x X ® ® ® x ® ® B B x s x * LRl ® ® % ® x X X x X x x x x ® x X * x * % X ST P
A3y
oo fedye) g fow | B ISV HEA 03 LKL Ll b | s | = | x| s | x [ = || %ol o] x|% | bx g wfx]| x| x]xix]|>x|*|%x|x ® i x]K]XIX % | x| %= S ik O R BE LTy
ATV
oo _isslof 8 foc o€ NXBY'NSH| ok LNl | e B | s | %l w | m b || |w|x[x[ ol w]xinln|x]|x|x|=|x|%xix]x]x]X}1X * | % px fx | x| % B LD TEre)
A
S TS
o |egypt o | &z | € ANTINSI 0% AL w b B | e i ][ el x| x| xbwe]x|xlwdx|x]|x|x|x1o%l|x,  x;x x]1x | XX ® | x| % b ]® ]k x| x| % SR G
oo |eein| o | ez | © - e e - 111 o] .- -1-fF-fF-Fepef-0-1-1- eV -1 -1-1- SR
o lesio| ol |t - i A P I I I A I PR RS B B B e IS I A I I I I I S S e I I T [ A L VLA
. 0] L £ GO0 i g |l ejlo|olo|lolglolp]loloni0]0/1010 plolocloloinlolojojololotpiololoia]0l0 o:olag ET & XD
a 9 o | & [ § Lxd slelolo|loplolojlolololeiololajglololololo cilolnlolololojotle|lololafo(o oyolaln UQjSIR AR EAGOR00
|
SR PR e
L En 1T IR o
ag {oa | 0wl eE Eaby:c) Q- isobspee] 0 (e |0jojolnloyoio oo/ d 0@ olola|olo|glololo|olonlololojolog oo, 0Q o|lofo | T - EHHE 22X+
£ | m 198 | B9 Ve | =
HATAOY 4 |w|oalsnlsoigalooijno]volantoaiealvaov]|viaviov | o BVivvRDALd0sa0 aoiooian|vo|an |08 |ea|vajev]dv|av|qgriov]evivy o
on ) i) B s
R ok L e PLT 1773 "y e w5 Bou A¥E—L
il L Pz amopmgy | LT T - R S/ AHEH

A1 1111

(HE(eY)923) HEr 4 — LSBT S EIG T ELE)




(A0 | TR0 S22, L) .
00 [edgol 0 | oor | v ] “OS0VRTAES—}bVHORIN ) b EL23 Yiwixlx|lxjolaialnl«xl«lxixlxlx{x otgiofofl=|x|=x[B[ojoflo]x]|x|x|x|x|x|x|o|lo|o|lo TEAAAYUIPIRORIEYYRERE  EL U6
o |eoco) o | o | v - L NN RS SN BNy LI SLEN LA BEE S L S N N LI L SR | N L LN B B B A - LI SR RS U U U B CREE o)) A6
"G EJHETIEONSA| NS
[ a P EEEET ) PP L OTOT Qv OYI LT 46| SYH NN v | Ak0D CHGH B Yyl ylx|x|x/O0lg|g[Of=lx|x|>x|x|=x|=xlo/gloja|=x|=x|[=x|olofo|lo|x|=x|x|[x|x|=x|xlplolg|o
o [w olw|[r - P I S A A I P I I I I P I P I T I I I P I P e - N I I T T P
a jesl0] o Jz | ¥ k- WON ¥ o yix wlx|OlO0Q 0 Xix 00k ixiwiiojgicisix|xIn0lo|o[o|x |« |0]lo0[x[x|x|oloclold
(20 B PO TRLE ) °
w Jege| o | s [ v ! gy Rlmas—yynasep) * Ll ¥oxrxix x O/ O)lg/alx (x| 0jlo0lx|x|x|lo]lplgiorxtxtxiatgiolo|lx|x|ojo]le|x|x|ololo|lc FE—) PYHOPON D B 15K
am Jssgol o |ar | [ WYy ¥ ¥ lxixixifniDi0{0lx x|z |x[x|% | x| 0jO0j0l0[xfx[x(ololololx]|xlx]|x]*x[x]|x]|n0 ojolo {A--CYHOPSN) BT F R
(O TER N0 E ML) .
00 [eero] o [ se | ¥ { "ShyyRlamg—ysviapei);) ¥ Fray Yiwlxlx b xjDICIOI0 | x ix x)xix;xixjolo|lofol=|=x|x|0|0|loglol=|x{x|«x|x[x[x|a|lpglala SEL— L Y HOPRND B R R vgugg)
G ETTRTIRASH]  HSHY
o |osiof o | o) v T {OTOX A OF BT Akog Ry e Y v xlx|x|wvlviwvlwlx|lxfix]x|x|x|x]w|w|wjw|x|{=xixivivjw|w|x|x|x|x|x| =x|[xf[viviwetw
AT FREOUSH| RS
w@ [eElo| o [ g | v FHFR{00'OT OOV} b FE 4| SWIETIAS'Y| ANDD S ¥ |¥lx Yy v lw v x X pxfxIXx}|® [ |w|¥|¥Ex|x|x|¥w|lwiwviw:xixixixixjxix|w|w | ¥|w¥
¢ |sslo| o | s | » LBOLR TG HPOIND) {4 L ¥ | ¥ix Ol0lx|x]xpxlx|x|x[x]x/O0]O0|xxfxPxixiOiB[x|x]x|w|x]=x|x]x|%]|000]x]x
go jeniel o | ok} v ERO2PCTEUE TN Q5T ¥t ¥ ivix Q10 ) x ) x| x|x|x]|x]|x]|x|x|Of0ixx|x[x[x[o[O]x[x|xx|x|=x|xlx|[x1Diolx]x &% T E7
a |sa 0] o ¥ IR VR TP THANHO NG 052 1x1 ¥|v]x D10 g xdx|x|x|x|«|x|x]x Ofa[x[x[=x[=[%x[c|g|xlxlxx|xfx|x|x}|xing % % [GIEN
o |s6q0| o [ ZEADD A o8z A% yYlvix OBl x ] x| x]|x | % [x]x]x|x|0/0]x|xfx|x|x|0|o[xfx|xfzx|[x|x[x|xfx]|D x | % [F Yl
o jeasal o ! | v W™ naz AXE ¥ ¥ srojololxlxjwvjvixlxclxlofao[alalxT=x[=x]Blololpg[=x[=x|[w[¥|[%]x]|x]|nO olo
oo fedeof o [ | v - N e NN . - sl e b b s gunER e
oo [ oo [ofoe]w T uws|ong ¥ vz x| xlw v ¥ wixIxtxlxlx]x|x|vy/vy[w/owlaT>] > wiw|w|x|x|x]|x|=|x[x["|"|[¥][w
k]
G A THRIRGNSH| SW SV BIEAC UL T RE
e | a0 | 0 |2 ] v FIH 0T O Oy OF) RN 14| IISW N LT Latl ¥ v Rr % X ¥I¥Y ¥ ¥ X X ¥ ¥ x| x x| yI¥|ylwhxixixivivivivinlwlwjwlie|lx|x|v|v|¥|w| b asintpionrang gl
o [esiol o (e v rky Ursgag y ypx x| x|w |y vlw|x[x x| w[x]|x[x[w|]rlyioixfxixirfv[wv|w|x|[%[x|w|[w|x]x|w|¥v|¥][¥
a [esle] o [z v annz Ixt Y ivlx | x ¥ ¥ | ¥ |¥v|¥| x| x[x|x[x[x[x|[wfr[r[r|x|x[x|v|[v [ vlvixlxlwixielxlx]v|lrivlr
“RLTYCFIE IR AN
m {emiol o |z | & T Q000 YOV} BT AngD CRETRNGE Y lwlxiw i (¥ ¥ ¥iw x| x|%|x|x|x|x|w|w|w|lw|x|x|x|¥v|¥v| v |¥|x|x|x|x|x|x=x|v|v|v|w
b
AT T B OS] NS A
oo fescod o |osz | oy RO (QTOT QYY) DI EST¥a/ANuL asleog ¥y lw(xlxlx|wiwv|lwlrixixiw|w|e]|x|x|w|[w|v|w|xix]xiviv!y| v |=x|=x|¥|¥|x|x|x|v|w|w|¥ ETLL0
“TATREUBEOAIN A .
o feego| o [z | v FHERNOTO0 Ay 2y A I A SvN ISy Mog CRLERE BB Yy lwlx x| |y|w[¥w|wlx]|x|ulx}x|x)xiwviw|lw|wix|x|x|wv|lwjviwixixielxixizxix|wv| v | wv|¥ o Bl erirg
CI—CvHaReNT (oL~ M
0 |%9.0f U | R ] ¢ 3 i} Y lwyxe x| |lOfDJO0[Dp2f2ipf0O|lx[x]x 0jO0|l0:0f=xtxtixiplafololx|xlo|lolx]x]|x|0|oi{o|a
el TR B FiL AN ES—y
o |eso| o | m | v || S EEYRIAES S AHAPNA) + ARl Y wvix Xl D)0l 010lxfxl0lBblx|xf{xO0/0lD0/8x x|xlpoploflefolj=xfxtololx|xlx|ajolajol] vwasn Eb.aﬂﬁm.\.m‘.w-m@
XFECIL E;
% |sele| & | 1z ] » - e I I IO I I I sl -k e e b -] [ I I dmuuvﬂkaﬁmwﬂpﬁ%ﬁm‘hﬁi
w0 j e | 0 jofy - NN NN s NN EEEE S ) YE R A T AR
2 A TR I Gy
w o |oie |y FHERIOTOTOY DY) I§TRYE|  Nse KOO CHMEE S vivlx | xix w/wiw|[wix|xixlxln]luxl|lx|w v v wilelix]x|{w|wv|w|w|[xlx]lx|x|{x{z]x|w|[w|w]|¥
]
% AT WP OHIN) WSV
oo | a 4|y FHETH (XA Ay 2 I TNE L N4 S SN z1 A¥h ¥ wllx | x |« |00 O/0exIxiwiwrwio | w|lD|lOolojolx|xixipig/ojolx|x|v|ly|x|x|x|o|lo|lo|lo
o foo[alals e WON ¥ vllx x[x|w|w/v[wixix v¥[w|x|x[x[¥|¥|¥F|¥ix|xixty|v v |¥|x|x|w|[w|x|x]|x|¥|¥][¥]¥
w [ o | o [o]s v WIN y | wvhx [ x| x v v[w[wixx[w[wla«x[x["|F|I¥I¥|x|x ety v |w|¥]|x|xlwlw|x|x]x|v|¥¥]w
@ [ a0 |9 | 51| ¥ [} A ¥ X Ex | ¥x 1«10/ 0/0;0x|x180/0 x/x/x|0[0|0|0)x|x|x|0|o/ogfoarxfxrao[la|/x[xlx|plolo|o
co | 80 | a0 |wl | ¥ Labeigic] A fid—t ¥ o wrx | xix 19 Q0 00l xx g0l xxlxl0l0l0]l0)x|x/x/Olololofl«x[xfo[o0x|[x|x|olololO (P2
do | am 0,0 * [Rrseag f—cwnang g Ll alensl =1 R A1h wiw xixpxloig:0i8 | x| x B |0]x|=x|x|0[0|lOo|0|=]|x|x/0|l0/0[0]=x|x|o|lo|lx|x|«x|olojloln PR GalY R4 e
0 {0 | o |wul|p 3 [T ¥y lvlxlxl2101010D. x| xjoi0fxixixinlololole|x|xi0i0fio|0|=(x glo|lx|[=x|xi0f0lg!lo] SHoumsesss - HiyFo2g
m e | oyl O TER = (140413 ¥ WV EE Axtig— Y lylxix#tsjQjojoDjDixixyolol=x]|x)x|0[810]0)|xj=xixjO0j0|lo0|0|x]x|0]j0]=xix]x-0/0lg|ln0 O S O RS R e~ B 25 aEza)
oo | oo § o b @ | b 5 WON ¥y ¥ | *txpx oot lx x|oglO]lx|x]x]piplGicgix|[xIx|o|lo]lolalxx]{x{ininol=1x]x|4(0)4a]0 CRE) 2 0 SINERE S b~ B 2E 1 €0
9o g joo | ¥ - - L L N I L B Lo N L LI I (SN LA LA S BN BEEN LA S S S S S ST TR T N N N W QA R b~ B U zTg
oo | oo fo |eg ]y AW AOMKAADD IR Lgpeyawpoadin v | v i [ x [ x |o|lofo|ofxlx|{x]|x|x|x|x|gjolofof«ivxlsxioglo/olo]lx]|x|x]x]|xlxlxioioinig B H% ¥z g
o | oo o [w]ew - _ < e P -1 . . . . R v . S I . . - - - . . B “ - - - - . T e Zo)
CEEEHER 00,
g | 00| 8 |my ¥ HASH, oz AXL FdmyyopEasang v v dx | x v B0 jolgfx|x|x[x]x|x|xalalg|0flx|«x|«x|op|jlofjojo|l=|x|x[x|x|x[x]olo|lnln YT RO 2 R ST
. [§: % ik
g | e | 0 || ¥ S8 oF X Edrryoifmionainl w (v | x Pt e 1D 0FDI0 Ik ixlxlxlclxlixiplololofl=|x|=x{njojololx|x|x|x|x|x|x{gloloclo]w GINT R WAL RG]
(RSN
00 ) oa¢ { @ s | ¥ bl 4 o IdMEYEUEAIN w | Y || % | % | x OO0 )x]x]x]lx]|x]|x|xlologjlogjigixix{x|olo|le|elx|x|{x]x|=x]x|=x|p|lololD ol ) W B 2 3 RS
CER I
oo | an | o |en| v PE oz axL fopriey@imartdnn v | v f|x | x | x (O |D|lg[0]xjxtxiwixtxixiigiojodx|xlxinioloja|x|xix|{xlzx]lx{x|o|lo|lo|g ﬂEEEEGWﬁ#ﬂﬂW@ﬁWﬂMGWE
¢ 5 3
00 an 1] 0 [ - - . - - - - - - . - . . - - - - + . . . . . . évgau—ﬁnw& #mﬁmng&q.m.Wﬂ
¥
- NS .
e | a0 [ o | o e [NEPET 09 AL ¥ ¥k | x | x| Q| & B x|x |0 @|x|x|x|@[@|P|D|x|x|x|Q|§| @@ xix]|agigivIxicigd|iaiglia (AP T PR T ) R
w | w | o |w]|w - P I A N P A A I I P P N il I N I P P P T i S S T P P P T ey
.. aﬁﬂﬂn_nmum%vom
o | o | o jw|c 5 e Yy yio:;ojgjojaada/ojalx xoplolglololololofp|pglglolofolojo/x|x/n(olololololo isseoariekmyseis. gE  Lealyso)
¢ o0 | 0 o} oeE e ¥~ yiyvj opaia a0l 0lx x oo ololojofoja|lolololalalala[a[x[xalalo|lo|o]o]|0 |jesearmiesmydssit  wii] (e
]
oo | ea | o || k6 o5 XL Yl rvylvy|lvy|lrvy|rv|v|y ¥ | ¥ ix | x]¥iw ¥ vyl ¥ | v | ¥vi|iv|v v rvyiviy v ¥y ¥ x|x| v v | vyiviviv)y & BENE O (— Ty | SR E'gY]
4
o for 3o fue|e SYNTDISY| 0002 axt ylx ¥y yiwviwvivivilvivwvix|=x|¥v|¥|¥ly |y | ¥y |vyiv|ivriviv|vr|¥r ¥ ¥ ¥ xix | ¥ ¥ ¥ ¥ ¥ ¥ ¥ 2 Z53)
[ o . H
ROy g |w|oalsal2q|qo|oo|sulvaioaionjonivajoviviaviar|ov|ev|wwivalia]snlao]oaien|vo|gg|og|es|ve|ovw|av || ov|av)av| v -
. . €8 BE® " -
E 20 ] Bir H Loty P [T B g % Py BEE—L
hloasd bl Ao ssiany || LW S J 6 WL R S Rk - YEC

IR

(HE(eW)923) Bt — L EHHT EIG T LB



L/v

o Jezw| o 18 | 8 | g W Y ¥ | x [ x|=x|ololole]xT=xix|x[x|=x[x|o|lO0l0iCfxix}x|D glo[o[=fxtxfx[x]|=xix|O0[00F(0 {88 I 5 U R B B~ B 4ER|
"G ENHTMEE NG| NEWF
o |gsaal o | w | 5 | rismiododaroy) BBEL s ey 440D JerTe s PRl wlelwle|xlvlvlrlrle e v | w| x| x| x|wv'wviwiwlsl=|=|ylwrlwlvria]alwlo]xix =x(viv]¥ly o L WOE R, B
" ATHEIEBEOASH| NS B
o [eai0f o | o] s P 0T IT OV IV SWN TSy A4dD OOUTW) e vilwlx|x|x vy lvlw | =[x | ¥ | ¥ x| xix|l¥ ¥ ¥ x |2 |x|w|wr|wlwlx]xiw w]=|x|x|¥w/| EDearls 31
oo [eajof o | s | 39 [ IMHL uasjoagy wvlw | x|x]x R EREAERENE] x [x | x| @ [& | & FEENEIE- IR ®x g% im x| x| x| x| ﬂ#mﬂﬂnkﬁﬁmsgew
on [esia] g |9 | & ] L GL rlwryx|x|x @l@|x [ x [ xtxlxlx|x]|8 &3 x [ % [ x| @@ |&|@fx]x]x[x|x|«|x]|& QFEHIUMEL
oy [esgal o | o | & th BNL waeag L2 L& EN EEE ol etx alalx|x|rlxlole(o|ax x|« olelala «x]x]x[alxlx x1gla(ald YIS UR- maﬂmmw.mw PTG
op_leaan] a joo | & i ELTY 09 yiwlxlxix | o|lololoixix|ix]|v|xlx{x 0 0 0 Ofxix|x|DIGIO O x X XX | WK X o |9 | 0| o] wEEclNEYTEEY O@-oy
o fgee] o Ju | s [ il urlng y vl v [x [z l@ 6 le ol«|x|x|x{x|«=xloloajaxix|xlelale g[x|x[x | x xixix|& 810 7] LT EATES
a0 f4ms0f o | [ N 3NyL usseg ¥ [ vlx | x| x| @ | & |0 &|x|x]|xi=<]=x[x]x @8 @!I@Fx|x]Xx Glo|la | a|x|x|xlxex]x]x|@|Q| OO OFG T
[ EENTY EET T - PN I A O O O S A I R O O T N NS BT B IS BRI NI - NI [ A .0 LA LN SRR SN B B L R B S WRAHC EECREN G7 e R i
A% - B
aa JeEag| © 2] 5 ] Lxl vy vl|x|=x|=x|ololoio]x]x|x]x]|x[x]x | O1O]OJ01x x| x o I e e . T O x x| x| x|0(RI0O}|0O} RY  BHIHE h#mwlMPﬂNn_.ww#
91 [eEto| o [0 | & plio'etl e Yy ¥ | x| = | x  piolotlolx |x]|x|x|=x|x|x[O0lo{oja]x}=|x 01010 O;x % |x]x]xix|x Olnofo|of s sy ee?REEICE =
o leso| o fwl] s k] W Yy ¥ x =[x atelelel=xolo|lx|x[xjolole|e|x|x|[xalalofaix|x|Djojxix xi0]l0la]a YR Po) R &
(e of R P OFFL )
o |Getof o | 80 | 6 § “FALYIIAFA— 2 wHARIN] L3 A¥L yivlaxlxlxle|lelole|x|=|olopix|xjx|olela|lo|x|x|x|0 @ |G |xixiO 0L X% g|lalelsg
o |sepoy o | sa| € 114 A¥E vlw]xixlxlo|o|lnlolx|x|xia]x;>|=xjologlojlof=|x[x[0, 0318} x %X x{x1x %% o;0lolo
[ k!
w jesar| o | e | g =nyeyesf L-825 05) i2ni=c vlv|x|x|x|o|lolololxtxtx]|xixixtxjplololof=ixtx: 00 010 1x X X}x]x X% ololo|g H\E&ELM&W#Q =1
N 13
o Jeso| o ftaf e 13 AXL wlvlx|x|x|o|lololol«|xjola|x]x|=|lololpfotx]x]|xlololojlglxlx{DlO}xxix o.lod.g I —3 T
w {silol 0 j |5 - 2 S O S AP PSP S PO P NP P P AP PO P A A A P A N I N A T S A O S NP B 9% G ]
~ a0 [eei0]| 0 | 10| § | "SREYEINSGL——TRLDN . qlrir Ol | % |z |08 |@|a|6a]x]x |6 8= |x|x|a|lada|l@a;aix]x]x slolo|alx|=lala|x|x|x a8 0o ]HEekes B Ea g I
o |esio| 0 | ooy ¢ - T 11~ t-f-8-4-1-1-1-J-T-T-T+]-]«b-z-H3d-]-1cqe]-1-1-411-1: )3+ % (np -t CEM N B ) e W~ AT
o0 |es 0 0 | s8] 3 ) N v ¥ x[xixlolololBlx [x x|l [« [ x[x|ofcjojd]=[=x]x[olojlolojxl=x{x]x]=xixlx.0 a:oig (H—EvHOP2p) RIE] 94 0.0l
€ v G TR P10 RO 1) ot s e Tt B LR
on |esio) o | 98 | v | c9fnvBAES—yrvHOPI] i3 axt ylwvlx|x|xtolojajg|=|x|=x|x xixiw]n|ol0 0 x|x|o|lpjojaolx|xl«]xlx|x|x|Ol0I01O AEL4—) 1FUORPN GBI W) 9L 7TDLT,
oo |gsgol o | g9 | ¥ B WA Yyl vy xlx;xiofgjolo[=x[=x[xtx pxlx]1x|00 g0 » | x|o|lo|loflolxixTx]x|x|=x[x|0|01018 (A—EVHOPaN) ERERI| 99 Fa'06'al
Ol TR IHOTFLENE .
oo |se00] 9 | a0 | v N OLLYEOAE HUARTNY i3 1XL, w wlx|x|=x|olo|lolotxixlx]xe]xjxixjglojo:0fx i xixiDIRIO 0O x X | X% X KX 0|0 |0l ARy HOICNOREES] PereTrey
LN ONTA] NS
oo jesie| o [ 18] ¥ IS (AFDTAY DY ) IRFNE L] SYNUSY Ahgo CEWD)EE v lrvflx | x| x|w|w|¥ | v|xix]xlx|x|x|=x|¥ ¥ 1w |¥hx|xix]¥ vi¥ | ¥ | x| % | x| xtx x|x|w|¥w|[¥]|¥ Bl3 S4804Q
G B TTE PRI OUSK]| AN
@ |sslol o | 06| v 161 (00T AY DY) IE BT e S9N NS AA59 (EWHRIHE v vl x | xlsiwiwbwlw| x| xe|[x|x]|x|x|x|wiwiw]wlnfx|x|¥v ¥ ¥ ¥ X X ¥]* ¥ XX riviviw B 5448 rgokn
o) [eeJop o | & | ¥ EROLEFEEFNHTHOIN D .7 It ¥ (v x fx fx[otolwx [ =[x x|x[x]x=x[x Oj0|x|x|x X | x (OO [ =[x Ex bx | x| x| x{x]x JCEpx]x (OldM) L IENIMIR| @ 61 g
o [4ggo) o [ @ | v ERGLRTLENFRA PN 1.4 Axt LAEA ENENERISEN-RE] * x| x [ x[xixt0]|0 ]| x| x| x| =x[=x|ag[o]=i=x|xwx]|=xix]x]=x|xJGIO]x|x £ PE AEA—LOldUd, EETEL0
o lees0] o e | v ETTFE] Rpdia [ X0 vy i v ix =x [ x |olo]x[==sl%|=lxfx|x=xlola|x=x[=}=x]x[x[OlO0]x]x|xixix{x|ix]x * oo x1x (Ol EIEMTT REWE] Zre0Ed
m fgoael o e[ b FAWEFEEFHIIIN i) LXL vlw|x|x|x|o|lolx|{=xlelxfxjul=|xtejglofx|xj=xlx|lx GLO K}X}PXIX XXX x| x|ojQoix]x .m*\tm\.mml.,s_a: IO
a Jsoue) o bt | v i1 AXL Yy v [ x x| =x | ¥ | *[w ¥ [xfx|x|[x]xtxix[w/wlw|wjzix xjv iy FI¥Ix X %X XX X% Yy vy ylv (RS WWWW
i
00 fsglel @ el oy - - L ) NI N P P T P T T S S PO 5 O T S O A NS PO PN IO SN NP SN SO SR O s - AE PG 2 nikcidd S o]
@ [ o0 | o e b oguot 11, s v e [ x [ x [ v v l¥ xlxix|x[x =[x |wlw[y|wlxTxTujwlvwlo|w xlxixtxin]x|{*x, V ¥ ¥ CA TR EEET Rk T S 3 T
o esjol o [zt 3 ¥ ooz AXL Yy ¥ | =[x | < | ¥y |viwix|x % |x][x[x[«[w|]wlw;wjoxlx]x]¥ ¥ ¥ ¥ x| KIxX1x]2X x| v |y v | ¥ W srreed
*EATTHPIRILONSH| ASWY -
o lasiol o | e | v PHATQTDT AV Y I 14| SV TINSY| KDY CENERE) BB wlwlx x| v|wlwlw x| |x|[» | xbxiwlw]ow | ¥y wl=|x]x|¥w|lv|wiwixix|x;xg® X ¥ ylwl|¥v|¥ FrLCoED:
A
“R A AR [ DS | NIVISHY S
o |ssael o | 0w | ¥ PV {0020 QY OV BHBAE 4| SYNTTISY|  3STwasankl ukb[aag vyiv|x]{x|=x|w|w|¥ |wlxixtx|xlxlxixi¥|¥ | ®|¥ix|x|xX|¥ Ylwiw]|x [ x| x| x|x% | % x|¥]|¥|¥|[¥ wWH|_€riloral
AT DASH] HSHL o
o0 66,10| 9 | B ;b TR OGOV S ! SYNIISY ANDD (BT HE wlvhe x| x|v|lrv|w|w]lu]xlx]x]|x|x|=x|w|w wviwixixlx]wy F|I¥ ¥ x X [X X KX x|vlwv|¥w|¥w ERilg| ZrL'L0rq)
T Cva0ren] (o ¥ 7
o |ssie| o | et § ¥ ] WON, vy lwlx|x|x|lolololojx]e]=|*x|x|xlw|ojojoloixixix1g] 0100 x| x| * xiPxX XX ololo| o] e eBlE0TEEEY SRRl 900000
(o TER IR ) ™ AEL2 PPHAPSA
o |ssio| o | o] v § ohgvRlges—frugaony % L3 vy lolx|x|x|loloiolole|x|e|x|x|=x|xlojolololxi=x|x|0/0[0 | 0F®]x]x{*x1x XX olojojo ONTHHNT TR Lo
oo |agipf o [ 80 - e | e fl - F - F s Ee -] . . . B . - . RN . . . . i . M . . . B . . . . . . e G T T e e ] 7]
o | o | o | s | ¥ z ras sea e mvn Sy e e VS BF IFE P I B S A R - P O A N I I S N I P P e A 3L
¥
LA SWASYN
o0 foa ] o e | ¥ F15671(GTOT O O G THE 44| NSV INGY 21 rad wlwlw o lx|wlwlwlwinlefu]|xiclxclx|wlowlw|w|xlxiwiwivw v|¥|x|x|x}x|x]% K]V ¥ vy ¥ (oM
w oo ] [ viret Yy v o T [l [yl [x | x> {w (x> [w[wlwlwlx[xixIw|w]w|w[=]xix}xi«}xi*x ¥V ¥ ¥ ¥
i ] alafw ] L1t Yy v lx|x = |w|w|¥|[wlxlxixix|[»|x|x|¥|¥I¥]|¥gx]x|x vy v v |[w[x|>x[x}xtx]|]=x|x|¥ ¥ |¥ ¥
"R RN HRIU DRI SR
@0 | 0 a (130 P44 (0T 0T 07 0y 18T 16 SYN NS AhDD I v lw | sl x| wlwlwlw e x| x| x| |=| x| wlwiwlwlx x|x]¥|¥| ¥ ¥ix}x]x]x X *lxr¥yivivw|Y¥
o | o fo 5]y ¥ 4—EAOREHITN Llo: <) it wlw|xlxlx|ololololx|x|x|«|[xlxixinjnjolaofxl«xl«xlDjlololofx1xi=xjxix x| % QL0 olg 4
ag 6 | v £ WY ylviz|x|=|ololotlal[x == |xjxixixlOjolo/afx]x]=xDlO0lO010]X XX X2 *x [« |OfolB10 [E3T i ]
w | 00 | o ] ¥ - —“+—+11r -t f-fr-1ifritri-rerfrer-rrtr-t-rereq . r-r-fr-pr- -3l -l
NEYN
a0 e ] 15 i3 S NEN AAIS (HUTI R E ® X x % S x| x| x x| x| x * x X X | = X PR EX ”® X x x x 2 x x x ® x x ® ® X X x x HE&ZOW XA
o W o | o5 | v — N . B . N N T B - - - . B B - N . . - - . B B . . N N . T F - - . B . . . B Ao Toral
El
0 | oo | o [ ] ¢¥ NS i) B v vl x | xlxtvliwiw|w[x|x]|x]x|x|[x|x:wlv]lv|¥ix|[=x|x|¥ ¥ ¥ ¥ x| x| xlx]x|x|xj¥|wI¥|¥ [EWiCokE
[ a0 0 g0 » - - - . - - - - . . 3 - - . - - * - . - . - . - - - . . . 3 - . B . . . - W ERC¥E RS =1 AT & — i)
03 | 06,10 e | v 052 AxL Yy I ¥ i x Ix | xlw|w [ ¥ ¥ | x| % |x{wlxlx]|elw|wly|wix|x| < ¥ ¥ ¥ IF K X & x| x | x % [ ¥ ¥ |¥ | ¥ [ FE R e el
o0 laega] 0 | e | v [ WON ¥lvlx x|z |Dl0lo|O[=x[xfx|=xixi=tx]olplOjOl=xx:* B Dio|lo|lx|=x]|x]|=x|x}x}x10(0[d[0 CH—CVHOPIN) IS 72 I
Al TR B 02 FLE ) _
o fessel o | 1w | v ) GALVETAESyWHIRIN] ¥ AXY vlwlx|x|=xfnlolofol=xlxix]l=|=|x|xlojojOfOfx)x}*x10 plo|ol=|=xfxjx|=lxi=x|olo;alni AEL—L FHOPRNGE 14 S P BER
w [seto] o | ag i ¥ - [ sl S I AU IR I D O B I L I I AT I I A S S A S L R LI SO LI LA AN S N (AT ORI P E1T P 3)R6] TrE0,
RSV
an { oo [ o v ] ¥ naSy'uNn| | 3TVAANEL umageda wlv|x|x|xlplolojolx{x|x|x|x|x «loiciolofx|xx10]1010 O x]x|=xi={x|x|x|O0]l0|00 LY RUE T £ea)
a [sso] o j 8] v 057 Ax1 Y|¥ | x Ty T v iy | ¥ [ [x (% | % [ x [ xtxtv w|w |vlx|x[x[wlwlwlow]x[xix]x[x]x|x]¥]F ¥y v [ EEN A 1] ZIZTEY)
w [es10l o | vl ¥ [ WAN ¥ | v | xlxj=<|Oolololo( =[x |x]«lxbx|x]|0 OB Of=x|x]* Dlololol{x {x{x[x[=x /x| x | B5]0|0)0 (—cvyopeW BRI Bl 426 Gl
= L L5
BATROY % | g ]9alsolaolagioninoivo ga|on;maiyalov]dvidy av|ov gy ve oeia0l30laniooloo|valod|gglee|valoyidviavod|gvav|wve @ -
- o) e -
RUK i d bl enabiired B&Y [17h4'e wa A g Bis—L
belalamall et Eg ppEry | T L G o TR B R

[4:: 31 (HE(ew)823) HEr S — L SWRTEIG T LR



L/G

CHENE

(BE(ed)8ed) BB — L FHHUSEGTELE

ag_Jesu0] o £ [ Lt y vy ylvy v vy v viviv v ¥y vivivivivivfw[r|y[v[v][v[w v |[r]r[v]v][rvivlvriv]r TR
w Jaue] o L - - - - . « « “ - s - =T e [ s T T-71- - . . . - - T v v . v B N N . . - - - . E T (E2rbd T T )
oo feqtol o L 2nuL vrelaag h 4 b4 X x X h 4 A4 ¥ ¥ x x x k] x x x h 4 h 4 b4 b4 k.3 x x hd b4 hd hd * * x L3 x x X ¥ A 4 h 4 Y
o0 [edu0] o i —pieTos At ylwvdxdxlxlwlw ¥vyiv |« |[x|[x[x|x]|x|x[wlw[wlwlx[wix[v[¥ | w[w|[n|x]|x]|x|=|x[=x]w|¥]|¥|¥
"EWE b ¥ 65,0 800 | o L WOSNE gehd} moea AE =T yiwil«<Ixjxelojojalnlx x| x| x| x|x|x/0[O0[0]l0x|x|x|aololoiolx xixix|x]|x|x]|B]l0]|glO
*48F = g ti0 e ] 0 fl a N vlwixtxtxlojplofofw [x]xIx]slxlw|ol0lolo0|=|x|x[o0lololonlxfxlxlxlxfetixiolololn DRIFE| SO
CERR w85 0 B0 o L ERULE TP ROIAT 057 1xl ¥l w | x| x| x [CFPCFL X[ % iM% Qx| x| X {x|x Dl xfx|x[x]|%x |00 x| x| x| x| x| x| »[xix|@]O]x]x QLT 3| TEE
W3 = W en 0 | eei0| o 1 TR T LGEGHIHHDINT o6E A1 Yy w x|« [x[ofo| =[x |=x|x]x]|%x][x]x]x OlxlwlxlxlxTaiali=xxTx > =x|=x|x|x][0]|0]|=x|x|EE A ey ausEiy. &n
“ RSl el ee a0 66 16| 0 L (73 L¥L ylviglogjglojlo(olojololvjolololn ciojpiojoiag:ojgolola/oly(o[o0[d | Glotololo FEWL L]
CERRH
TEEE o | o jofo¢ - EN RN BN N IR IR R R I . L S SN N RN T NCS SN U N S S SN A P VN IS B S NP B S P N P T L A TR v e ST D]
olm | s 05% Lxy vyivig | 2'leloloig/olaloid a|/g|lale gloloa)slfelelaleclala o ajoaieio oiaie | o|e o ELE F TR EL TR . Thoy TTA]
o [ ul s - PR I I I T I A I T T T I I I T I A S O S S A A S S P S S B O I I B B IS RO A5
0 e | 4 TN DI RGER I H N ngz Xt v wdxlw|x x 1% | % [w|w [ |w|xx[x[BT0O] [ %= x| %[0 xx)x]%|%|x]|x|x]|= X | ® Old4c) = EWINR] = Tao)
o [ 48 | 2 ERpaEeLxcaptoaal [3 AL ¥ iIv R xpxpx D)8 |xlx|x | x| x|[x]x|xfw!|0|0]x|xfx|x|x|0|0]=%x[=x[=xf{x|x|x|x|xlxioino]x]x B8 E S EL—y /ald U] i g
o [sn | : 1 ZR0EIESCH o] [ XL v ivflxtxlxtGiotelwe{w|wlw]xIx]xlwlglg|x|=|x][=|=x]0l0]x|=x]|x|x]|x|x][x][x]x]0 % 1% (QIdH) ERE R e 8|
I LRI PEEECHTI DN 053 XL ¥ (¥ x|x[x Rpx ¥ x| w x| x]0|0|x | xfx|x[x|D]0fx|x]|%x|[x[x]|x[x]|x]|x]0O EA K 5
9 [ s ¢ - R PO RSN NN NN I AP P I I P O I I I O P I I I O R P N N Sl . &l
*EELOYHY]
BT EL MY & 8
ST Eloreecs) oo l66l0] o § 0| ¢ ) CRALYIRLS TCAMER o ann D Ofx x|x /@@ 0/x|x|ola/x x| xlgleaejalxix <ol ajalx|x|sle|cl«|xa|s|e|s|uisnisism urposweys [Qslv
a0 Jsro] o [ w | ¢ 5 Ly Diolxixx Rlojaio x|x|ogle/ xIx[x[gfaflolax|xIx[o(lo(glo|x|*Tala|x|xx|a|s |6 |a - HeEmoeNwwsE] [Ealivel
-3
TV USTFIE L TE W
(ORI Y F 2
YETEE YRR €
FIFRLGLITY FAVIEHS
FHLN FERC 9a~v0
88 VE OV~ Y EES S8 .
@ |e8l0f o | w0 | ¢ ErRER Sl kpmsouana)| 0 |0 x [x | x |@|@[6|a|xixd[d|x|x|[x | o|lo|lag|ogfx|xixla|laja|la|x|[xia|le|x|x|x|olale|s . AR NTHE) +%'9)
0 |t5lo)l o | en [ ¢ f “GEEVIRNE—~T TS| o ann alojeles e a s sleo olola|/d|lo/ slea|/elo/oololaleale alala|lalel|slle|la|las|lo o ool [CUE b o p | £ U 5T 5 A1 Tmakd
o_[ssio| o | w71 — - -4t 1ol fef-J-r-refffotref.ffF-vr- T 1T - T-1T-1T-" F Tt |-|.-17"1:-3.71. CET AR ) tIE WD D)
0 | o | 6 |m ] s - I I I S R I ' I I R O R P A T I I T P . S 3
vl -
HLFHRT 43 L b
ofe " ELILLTIEN| Bee8 |~do00| & | o | o IS 1¥4/ENHL ues|a0g ¥ ¥ x px I pwrw  w LY | x| wfx]xlx | xiy |¥ ¥ | ¥llx | x|[x|w|lwr|[wv|w|x|x|x|[x]|x|x|[x]lriviwlr b 1 (LS 494
-3 : -
BHAS R
DG S HE 1| eosa [0000f 0 f oot | 9 anoz L FoXx x| x | w v w lwlwlxlxleleixreiwiviviwde|x|c|w|wlw|w]{xf{xje|xc]{xix{x|wv|w|w]|w Sl g1y
¥ SALY|
= e FTWETOCS TS WYL
HEE & LHESIEE] 6006 |~0o00f 0 | 6L | 9 || 4% awedinisiesinin 0 XL ¥ ¥vix x| x | wv|w v |w | x|x|x|x|«|x | «|€wlwiwviwvhx|[x| x| v[wv|w|lw|x|x|xle|x|x|x|w|lw|w]|¥ {HHWE ERET|  (enisrd
1
LB L L i)
@R 11| onen [~onon| 0 | el | 9 o WO Y X[xixixiviwlwiw | x|x|x|x | x|x|x[vl¥v|lrlw|x|x|x|¥v|v| viv|x[x xix|%ix!x|v|{v|iviw BE Fed gy
2 241y !
U] B i ) FHWEITEC T Y kA3 . -
RCE TR R e T ML En ] N O T e s e E g £ oF Ly YiIw i< ) ® 2l w| w1 ¥|¥ | % |x|x|xixikxix{y|w|w|e|x|x|x] v w]¥| ¥ |x|x|x|x|x|x|=x'wviwivlw (mwa moes|  buniysd)
%
HUETRS) 4% L ) -
WU LI 28| eons f~oodd o | 7 | 0 3 HIN vlwy|x|x ||y lw|lw|lywlx]|x|x|x[w]lx]xfv]lw)wlwdxic|ix|v|wv|lw | v]eln|x]{xix]xix|v|v|w|w ) I oy
g N
FISHEET SR £
oyt LRSI ] 6000 [~oooof b | L | @ Q002 JET ¥y v ixlx 1 x{DIO)OI0OFx}x]|x|®f=]lxl* D00 jgf«ixfxlolglololx|s{x|x]|x|x|x|0]|0|0]|0]| AE0s—Lomume i FETS
=
o R TR CHSERRCLY UOrE 97 2 0103 %)
_<oiE " e a ety ~oog) @ | o1 3 SR04 TR 3 A B! o5 1x1 Y iwlxix{x 1010 j0J0|x|x|=|[=]x|x|x|0|0/0|0fx | x|x|o|lofoo|o|x|x|x|{x|x|x|=xjolalalo (T Y Lty |
g
TR 43 i oL B 2Lk
e S HETEH| 6868 |~a000| 0 50 b PR Cr O ERE O WO £ TR SNd =N oF W yi v lxrx (iR IRICIOx jx]xix|xlxix|Oo|l0odflxsx{xlojojo|o|lx|x]|=x|[x]x|x|x[oinlolo (A FNEG 2N,
-2 .
] SR
piHe "G LIEETILT| go6s [~0000] © P 98 | 0 3 AXL Yy o wjx x  x O aprFglOlxlxlx]xixix xipjocjDiofx!x|x|olo|lo|lolxlxl{x]x|{x{x]{x|pn|o|lo|r uormia umelsapes - (4 ClRFRiE)  Leallerd)
2|
HEVHCHR L -
@olg " £ (YR ooss |~ooon; o | 20 ] e 2157823 Nefid—e ¥y lwypx | x (x| 0/0j0/O0Fxpx|x|x|x|x|x|O0|l0f0f0fFxfx/x/ofo/lojlo]lx]lx|xlx|xlx|x]o|jo|lo|ag (e I leray
0 |esiaf o | 61| a - T S N O NN N N N I N P S P N A I A P A P P R I T T T P N P P Y P T R WIEY| £
"o
HEHI 428 b
| oL fpnifrdtuf] eaed |~om00| o 15 | 9 g W ¥Yiwvl|xixix|aoiaiojolx« x| x| x| x|x|x|plpg|lpfofl=|x|*x|Ogjojoja{x|x|x|x|x|x|x|a|lolaolo (A—cvHapew) 2B TLId
‘g
FHEC] 42 i N Coetal 1 & P10 S RILBOR)|
_CoLRY " B ISETIER| vass [~0000) & | e | b | " RECYEIAEs—yovansiy 3 priy Fiv i xixtx 000G ixixixix|x|x|x|pnlalo[O)|«xjxixigig!lg|d|x|x|x|x%x]|=x|=x|x[Ofo{ofn AEL— 3 YOO B L ALF
. - N
FHFE SR L d bd
A" k46| B88E [~qoon] o 7] 1 D5Z. At ¥ |y | x| x[x|O0|O0[0|B|x)xi=|xtxi=x|x | Ol0|8|0fixixjx|lpiafjojox|x|=x|x|xix|x|0g|0|d|lo (EFLEE ) S| [SAF
o |esiof o | e | g - - = v e [ . . i - . s [~ [~ -1 -1-H0-1T- - . B “ B < - - - . S ] ZTd|
-y R
HIEEHT Rt b "
e S pEe=iE Y] song [~onoof o [ 4o | g bl Akon NI e v wlx | x| lBlalolgfxtx|e|x|x|x|x|Olminiofxixlx|plojlojolx|x|x|x|x|=x|=x|pjglala {FE e X0
-1
I 3 8L . (EIARW T D) )
DL thEFT W 8806 o Ja]e - N N SN N R PR IR A O B S M S S N ST B S A 2 L N LT T SN SN SN NN SN INCUN W BN WU W ek ce 2 B AT !
oo e jm!s ~9910% Eni—C Yiwyxixix |wiwiwlw | x|x[x|x|x[x]|x|v v v |wvlx|x|[x|w|lr|v|wlxfxix[xfx[x[x]jr|lwr[r]r [ LoDty 3 - TR
0 [ I ISTVAAML ussjcag, Y v xixixivlvyiw v [x|x|x|x[w|[x|x]ow[w/w[wflx|x|x]v[w|[w|w[x[x[x]x|[x|[x[x|¥|w|¥]|¥ i T SR O & k)
USRI AT AEEpaT]
o jeiel o || ¢ g ¥ ylvixlx|x|gp|ldp|lela(x|x|a|l6|x|x|x18 & 6| a(xx| x|x|alalg|oa|x|x(o|le|x|x|x|lala|lal|a A S R 0 SN
oo feigof o [a2 [ g 1oEE i yovrpx xlx]1® . @1a, @ x|x 181@ixIxi=x.8[& @|afx|«|x|g|/glale|[x[=|a|la|=x[x[«xalalola N i e Bl OO 40 R T
oo _fsazal o toz | g ANSN ) =Z15 8T Aefut—r ¥y owlix bxjx G Ol 0 x| x|x{x|x|x|{xtajoj/0j0l=x]=x|x|ololo|lo|=x]|=x|x|x|=x|=x|[xlofolfalo (THI0 IU t  RE B BY R
W
Yoy @ |@|eonlz0ls0lonloolae|ve|ee|oa)as |velov]aviavigr |ov|ay | we|og|do|90|cofco|salva|qa|oa|es|ve|oy|av|av|ov|ov|av|ww o
aasl ) (eH) EER _
R ai wH scnlyfy Haq ymey w5 e P PR Blgs—L
TSm0y R UL E -y LA Sk ) 32 - WAL EE Bk —



CTLT U WROATL
. ABT = i 66,0 | 66,10 3 m emmmﬂw%m“«;wﬁx ¥ Vi Wik I fey 2o (LREY
i N R4 sl - - - k- I e -  BAPED: e
I N e
SEB =L U] 66,10 | 66,10 & - - . - - - . . . - - - - . - ‘ . . h44 3;thIMK\E¢__-u§Rﬁ IBA S
o5 | 66,10 [ a0z A% r|v wiwlw |¥ ¥ | x|=[x]x LEER vy v|¥ ¥ ¥ | v | (woismEEEs ﬂ_s*ﬂ%@ Liore)
Emw‘am_g e e L] 7
LR = WeBE( 50,10 | 66,0 1] g FEYY hAR . 4 » |O|Of[0 | Of=xtpx}p x| o|lojlo|l3 o:elo 0|0 (00§ a5 ﬂ;-un_em»ouwnw%.n Jﬂ Hankrory g
f B
~AB3 g %zl 98,10 ] 66,40 [ L1oen 4¥fir=T |y x |olo|lofo]x]=<]xix olojojo plololo * Q0|0 9O R0 F£ BT <L)
PIELGTEY
2RI R i
LELEES Ao LIRS i
AER 68,10 | 86,10 ] LY RGO M o ann olo xjojoloflo|=|x 3|0 clo o0 olo|oc ola a0 |olo) s s el e s Ty
Lo EFAURTERERP0Y
WP 1= E] 62,10 | 66,40 L] 5 Ayl vl xi10jojnjg | x| %100 o/glg|ga x|« |o|lolD0l0 ala = oo 0|8 £ NS PR B0 B
SRR s ] 66 0| 88 £0 ) [EACL:E] AY frmt Tl x [glojlolo|x | x10:0 o[a/a./n » | x|n|010;0 olg x|lalglolg AV 383&“&?
(45 gk
AT =4 43| 0610 | 68,30 L] [lalee 25, 111 [l ale=t) 1¥fid—tE SR 4 x 0|00 [O0Fx§x§ixjx oloala gtojolo x| x (I I w4 mﬂlhm\ﬁkﬁn&%
: o8 k]
 MET = 60 66,10 1] [ W r.|x x|olglojafx|x|=ix ol oo o|lololg *® 0|0 | 0|0 |SkeiyWHES SRR EO TR
s ierwny
sy ok S k2
£RE =S 6,10 1] "QAEYFRRG—TTIHBH o amng o(d x |0 Blx|x[x|x LI CLE 2 ¢ 5 g RS 3
TEEh B = | WA
$EE L Y| 66,10 | 66,00 bl - -1 - < - L NEHK\Et__nuﬁm&W ESE. £l
SRF |k 4=py| 66,10 | 80,10 20 WeNQnES B ] 5128 L¥NA—C ¥ | * | O Ol =} %jx|= [w] R#Iﬁ#\&#ﬁp&#iﬂwn\am!m at
(A THNHREO,
B 1= IzHE| 69,10 ] 6B \0 1 L] AN Y| x | O =R [3 B WA RSSO S 3
s TR
Wriz B WET
AT WO TR oI e a2
ST =g H=YE| 66,10 | 84,50 ag VBB C—=TOEISW e ann olno *x 1 0 0| x | x| x| x ey uiwu.mu\mﬁ__m@buum (T £)
(T R A W e
AW 1= =0k 610 | 48,10 1] - - TR WE R B ISR OFHD] L ETEND
oo [edl0 [ - . e b - b e fe |- ELANAL QR 7 LAy DT .
TOSIS/RUaER SO
[ AT i 5 e bl 4 x 10 Ofx|x]»jx R e Rl o] B G e
LA L0-0n
P LIE FHO (OFE .
on_| esun % SH10'5ES f¥hi—C Y PASIET AV 31 I A x |lolofalo|lx|x|=]|x x»iD|ol@|o|x Fr i B O I O A xtolploja B Y SHIREAF LR |
*EWE L 4B 60,10 18,00 59 2 WoN ¥yilv]x x |o|Oog]o]x]=x]x]x x|xlOo|lolala % ojojalo x |lolaa:0 (A—CVHOPA ) BEEE T F I
{0 AN T PO BB
CERF aof 4ohy| 08,50 | 6T 0 23 DALY RIAER—L RN | 3 1x1 Y| x |o|oflo|Djpxp=]x]|=® £ olo|lolo o= I ] ojgalg|o AEC—y /HOPSWGOBERH o2 o)
ST T
ST ok el €90 | B0 [ [EELELN] 082 AXL Y| ¥x x |w|w|w|wx®x1® ¥ | x |wiw|w|lwhx|x | x|¥ ¥ |¥F[F]X x |v | ¥ | ¥ | ¥ [XFS L
SRR e ] 00,10 | 66,10 5 - L C R N G -l P S R S B S NS IS LA (A LA LA LA PO I B G A ﬂh@_u!._&n_mﬁvmnmwmﬁﬁﬂm Iy
CEE 15 [wesieal: J—CATnRE ErTacior] i L A xlolojo|o]| =[x |x = * < |o|Blololx == |0 |ololofx > |olotofo () IS pim s 997
o |65l a5 3 [ ¥ | ¥ x |jaglolojo | = |x [ = |« x [ xlojololal=|x[= |0 [0]0F0) x xtojplolg ﬁﬂuEmﬂm '] R
00 |8g.k0 L1 1401 A—EAnInEE 21073 Y f—T Yilwyx x1ojajalg|x| x| x| x xiIx|opjlo/o|af=xx|xl0lO]lOj0]® « |oloalo Eesaneod sy BBk 9549
oo feae By de A wlw]x x [O[A ™[O = | x| x| = x 0113/ 30/0 v [xlBviA[0 0] % x |0 0|00 ([FepunEcazsiEgne /Bl BTN D)
C LR =y ae 10§40 it vl tefid—e y|lr x (O[O | = Ex x| x o/a/glo cilotgino olololg QHARTE G BQ V) 521V IPND
¥
"SR T o =] 56 E0 1 BE 1D s 2R @A ERLC ﬁm_fsﬂum g LxL v x |Oo|lo|o|atxjxjx|= o:ojolo 0030 |a ololo| o] s BesEs—sy/moHsEasovH| e TPNe
SV
*EER et Nl 66,10 | 661D s SN i) 1%L L. x |v |wiwiw [ x[=x[x]|= rlrivl¥ ¥ ¥ | ¥ ¥ ¥ Y{Yi¥ v (i ) BV IR0~ Y
e | 00 | 86 10 o - - - S A A I P I T P O e P O S O T L TV R O e o o
" §IF = sl BY 0 | 6810 [ # I 2Ol N At T rig’sE e ri|v x 1040 O lx | x[=x]x cl|lojalo ol0 o] x x olojlola QORHTE
WA FAEG-MOII0 A
¥K
*EG3 o el 66,00 45,20 3 FLRCIEFHC RN 5 axt yiv x[o|p o | x[*l=]x x10lo|lolo cia ox x olololo @88 ALy OO G
TEH
CEHpeLiw|ea ol B0 o | v | £ NS HNN) 7] X1 ¥y | ¥}x x|y |w|¥|[w|xjx|lwlYW ®* | |¥[¥|w}¥ X | x| w|¥|¥|¥|X b4 x |y | ¥ |¥ ¥ (AR ITS
‘WAt aa| Ga 0GE 10| 0 1 OF } J - . N . - . . . - + ] . N - - . - - - - . - - . - - - . . . - - - - BITUE B
S o ohl| 06,50 | BE0| O BE, L fed, (APFLF 301y Rl Ll 052 XL, ¥ |[¥ | x x x | 0101 x X x ® x x x x |0 l0 X x Ee % x |0 |0 x ® x x x x x x x» | @O0 » x QIO FHIYE R
"EET =L wwk{ee10)8500] 0 | BB Y ¢ RO ZTERTT O 05z 1%L ylv|x v oo [ x | x| » [ % | x|« x| x|COllxlx P ER G EREN R x | x Ixix]x o0 0px|x B A OO
MU
ontelesinl o | 2] ¢ iy N 0 1l wlwlxlelx|vlow|[wlow[x|x x| xtntwix]wlw v wi= x|x|w|¥ ¥|¥F]xIx x X x | x| x|wl|lw|lw|l¥ [ FrEERE 15 gl
es10|eapo| o | 86 | 4 - PR BEN CE S N SRS D I S N BN I N . - . N I R . - . [ I I L . . . . ST AT
s 10leq 0] 0 Foe | 4 4062 1xL LALAEBEEEEEARZE AR A TN AR I FAE SRR MR ERR AN AL AL BE AENENE AL AEHE.E LE R~ 5 vy
selD)gaan)| a | vt | 4 & BETY v v x| x | =% | ¥ | ¥ ¥ @ |x [=[x[xf{x]x]x|w ¥1¥ O}fxx]x vy | v | v o | x | x|« x| xixix]|¥|w|¥ |0
“eWF e ke Gat0| 80 00) 0 | OB E S—THNONEFRY] [rEabizte] fefid=t v vl [ [x]loolololx|xlxix|x|=xxofajojolb«]«xixjalojo|a = x|x ¥ ¥]Xx x |o|glgia (TN S BT R
"B ok et @g0igE 0| o0 |2 | i@ s W vy ¥y x [x [ =x|0o[ologix xlx|=x[=x|=x|xOlofolOfxt=«;x00;018 ,«;x % ¥1xLX x op[ojlgio L RTEEevaTE: &)
I .
*WE g el 6,10 | 66,40 L3 I B4R (QTDAQYOY) B TR SN TINSY A0 AWM HE L AN, 4 xfvivlylw[x|x]¥v|¥ ylviv|w ¥y v vriy b4 ylvlwly A1 NEHOEWR| crrHg)
O ATHEMIEGASH| NS I
SR o 4N 95,00 04,0 ag | 4 FT (00 0O OV BRI 4| SV NSV 2005 e 7Te0 k] v x|v|w|w|lwixix|w!|lY y | vrivw yiv|v|¥ yl¥ ¥y | v ¥y ¥ SMHSEHEWER| YNl
Jfnssonie
c¢mpaf=gm|eogofes o] o 3 B} L {IE2 oA 5NN Es Bl LY ratol -t Lrfig— ¥ |r x |0 |lo (o[ xix]0|W olo;c xjo|lo;0l0d] x o|o x 1 x |0 E0 G0 W3 o FTE|
CEEF s iyl 0o g0)es o] 0 | L L ® WO ¥ |¥ x o0l lojo[x x 8 |0 ocinlo x |0 jojlaja}«® o|lo *» [xt@iojlolo BT i I
PRt uwpifoa o |esl0] 0 | E ] ¢ [40) 2 A—ANDN L 57107823 A¥fid—c Y| xlotolo|o|=[x[0O]0 o /o|a x O |o|pjo]= ol a x | % [s 1 = =) () B 5
"SMF g tegi| s t0]es 0l 0 | 92 L [ Laei] yi|v 3 olgjal=x|[x/0/0 olal9a «[Oojnjojogs o0 ERS [N =RNs| () W SEE
CAEZEL ANk g o|es o) o |6z | & - -] - EE O R I A A P I A P O P S B -1 - D L - | [ CREARA= RN A E S5
op |esgal o | 92 | 4 i) ixt Yy ¥ vy ¥rl¥y ¥ ¥y v ¥ vI|Y¥ Yy ¥ v ¥ ylrv|vy|¥y ¥ | ¥ ¥y | ¥ y|v y|v|¥ & SRR
o [esanl| o g2 | & —IHEOst A=t ¥y|v olooo gjojolxix o.o0toig glololgo 0o Ll [nl Hn] [will W=l =] [Tt
+ | =
WY 5| & 2q | aa va)|cs|oa[sa|ve av | v o ¥ .
i ) WHE —L
R :1 E T B2y [T A BE&—L
TNV L - ¥ im BN - TGN

THIY

(B ¥eW)aed) B — LS HFS ZE G TIGE




00 [e6 L0 ] e el 2-BES OB ehi—C Y v [ x[x[xtoolo[o]x]xlx]|x Blololof=]= 5] x [ x | x| |x[x|0jO0lO SLE IR G B B B RIS
oo |08 10 2 fraal] XL Y v x x| x [GlO[O0O]x %% |x o | g|o/ofx o x| x * CloiO [T T @ I 3
I,E.MH f7 ﬁﬁ%i&: e
o |l a - L ERN N oW i . . . s | ergunyEnhe
w | o o o00eT AL LA 4 ole/elgjalo|la]|d -HN-BE-BE-N K- ] h 2 Yiv
i IIH(IQEEE.»IG&!“
00 |agLo 50 e s ¥y wlx | x | x| 3.0.0/0]=]x]x]x olojnlo]x o|o a % O[O OO AT AT IS
~eg)
("o tal Lok 10D BN I?.qmu.ﬁzeﬁmnexnwh\ﬂé
o0 |es0 i ALY BT AEL L SrRapeI ¥ axt ¥y wl|xlxpxo|o|[Oololx]|xix]|=]|x]|x]|x|OBlGlOjalx x{010 a x| % E3 n i Mn B el ARy @t b T AT Bt el
op [eaia 7] -~ S N AN A S N AR A TN N . - - - - .- - s e T AR SIS S AT BN
o [ a0 20 [ AL ylrvx|x|[xo|d[dld!x|x|@|ld|=x]x]x]|a&|& &&= x{wil¥ v v |V x Y| Yriv:v
» w | o i om0 e lrivleo g w(ololeaglolgia|oleo|le|ele & o @@ e lyly h. 4 r|¥ o vyiviviwy
" m | m mn - - P e - e Fe -1 -1 -1-1-1-1- - A D . . . '
2] :
FRWRLA—ENDY
FlACERS =L h=K0| 96,10 [ 08,t0 i} ] DL x {x §x i = ¥ | ¥y | O1QOfx %
-“
TR A—NDY)
Pl R lod MoE| BR L0 | dd i LTS ] FLIY x x " = ¥ ¥ a jw} .3 X
-l
FRRLILA—CHY| .
P LTS L 4w 96,40 | 46 0 i) w axe x {xix]|=x y |y olofx x MBI LTZEEND
"EHLOZEY
BRI
LELERTTale
=
L RRTILA—EHOY| - [QIEE
P B3 [k | a0 | 9810 20 XL T Ty PV ) o ann ® | x| x| = olalalafx x NHEEE) FmE R~ HITOREH | (Olalrz Ty g
CHALOPEH
ot k2 el
ﬁ&nﬁ.ﬁ.!nﬁﬁxﬁ
ﬁmﬂ«,p.‘lﬂaq (|
" pH R o oWl w60 ] 08,10 [T T WY ERTL-T A B ok am ® | ® | x| % ololo(of= » s a w40 FA RO [gElroieys
“u
2Ty LA AT
PTAB I E el 86 10 | 0810 It - LW R W . r | B eFRoEesl - HAEIEEE)  PTEXD
+ 4
1 g8 [oa|s8|ve av | ov | g | v iag Fid o
wsm s sasploy Bad 1Eaey o) HE B 6t
B =
il s R SR SRLE

4414

(HHi(ed)gz3) BES—.L

SEHTE

i 226 % =)






XML

W

B v AR A (B RIHE S

<Pxml version="1.0" encoding="UTF-8"7>
<HCCT_IN200100UYEL TTSVersion="YML_1.0" xsi:schemaLocation="urn:hl7-org:v3 MCCI_INZ00L000V0L. xsd” smlns="urn:hl7-org:v3” xnlnsixsi="http://www. w3. org/
2001/8MLSchema—instance”> .
¢1d extension="¥. 1. 2* root="2, 16.840. 1. 113883, 3.989.2.1.3. 22" />
¢l=- N 1. 2: Batch Mumber ——>
{creationTime value="20101214151617"/>
<l— N.1.5: Date of Batch Transmission —> -
<regponsedodeCods code="D"/>
<interaetionld 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="2.0"/>
<|— N.1.1: Type of Messages im Batch -
{|— Message Hl —>
<PORR_INO40016UV>
<id extension="N.2.r.1" root="2, 16, 840.1.113883.3.889.2. 1.3.1"/>
{I— H.2.r. 1: Message Identifier ==
{eyeationTime value="20101214151617"/>
{1~ N.2.r. 4! Date of Message Creation —>
¢interactionld extension="PORR_INO49016UV" root="2.16. 840. 1, 113883, 1.6"/>
{processingCode code="P"/>
{pracessingModeCode code="T"/>
CacceptAckCode code="AL"/>
{receiver typeCode="RCV">
{device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N. 2% 3" root="2 16.840. 1.113383. 3. 989, 2. 1. 3. 12" />
¢— N.2,.1.3: Message Receiver Identifier —
{/device’
{/receivers
<sender typeCode="SND">
(device classCode="DEV" determinerCode="1NSTANCE™>
<id extension="N,2.r.2" root="2, 16, 840, 1, 113883. 3. 989. 2. 1. 3. 117>
== N, 2.1.2 Message Sender Identifier —>
{fdavice>
</sender>
(controlActProcess classCode="CACT” moodCode="EVN">
Zcode code="PORR_TE049016UV” codeSystem="2, 16, 840, 1. 113883, 1. 18"/>
{I— HLY Trigger Bvent ID —>
KeffectiveTime value="20101214151617"/>
{l— €. 1.2: Date of Creation ——>
<subject typeCode="SURJ™>
¢investigationBvent classCode="INVSTG” moodCode="EVN">
<id extension="C.1.1” reot="2, 16, 840. 1. 113883. 3. 989. 2. 1.3. 1"/>
{lw— C, 1,1t Sender’s (case} Safety Report lnique Identifier —>
<id extension="C.1.8 1" root="214, 8401, 113883.3.989.2.1.3.2° />
1= €. 1.8.1% Worldwide Unique Case Identification Number -->
¢id extension="J2. 1b” root="2. If. 840, 1, 113693, 3,989, 5, 1,3, 2,3, 17/>
<l-- eeel2. 1b: HERIES (EFH) — )
{code code="PAT_ADV_EVNT” codeSystem="2.16. 840. 1. 113883, 5, 4" />
CtextrH. 14/ text>
{|— H.1: Case Narrative Imcluding Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information -
{gtatusCode code="active”/>
<l 888J2.7.1 5T, FETES —>
LeffactiveTime>
<low value="20090101"/>
<!— C.1.4: Date Report Was First Received from Source —>
¢/effectivelime>
<availabilityTime value="20090101%/>
¢I— C.1.5: Date of Most Recent Information for This Report —>
{reference typsCode="REFR™>
<document classCode="D0C" moodCode="EVN">
{oode code="1" codeSystem="2. 16. 540, 1, 1138823, 2,989, 2, 1, 1, 27" codeSystemVersion="1.0" displayName="documentsHeldBySender” />
<title>C. 1.6, L. x 1</titled
¢le— €. 1.8, 1.7.1: Documents Held by Sender {repeat as necessary) #l —>
Ctext mediaType="application/pdf” representation="BB4">C. L. 6. 1. r. 2{/text>
<l— €. 1.6, L. 1. 2! Tneluded Documents #1 ~->
</ document>
</raference>
{reference typeCode="REFR">
{document classCode="D0C” moodCode="EVN">
¢code code="1" codeSystem="9, 16, 840, 1. 113883, 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
<titleds, 18, 1 v 1K/1it1ed .
- C.1.6.1.r.1: Documents Held by Sender (repeat as nacessary) H2 —->

{text mediaType="image/jpeg” representation="R64" compression="DF*>C, 1.6. L r, 2¢{/text>
¢!— C.1.6.1.1r.2: Included Documents #2 —>
</document>
{/reference>

{ruference typeCode="REFR">
{document c¢lassCode="DUC" meodCode="FYN">
. <eode code="2" codeSystem="2. 16,540, 1. 113883, 3. 988, 2. 1. 1. 27" codeSystemVersion="1,0" displayName="literatureReference”/>
CtitledJ2 17, ré/titled
<l— @aa)2. 17. v B THEOLNE #1 —
¢text mediaType="application/pdf” representation="B64">C. 4. r, 2{/taxt>
I, 4,v.2: Included Docaments #1 —> -
{bibliographicDesignationText>C. 4, r. 1</bibliographicDesignationText>
¢l-~ 4,1, 1t Litarature Reference(s) #1 —>




{participation typaCede="AUT">
<assipnedEntity classCode="ASSIGNED">
{represented0rganization classCode="0RG” determinerCode="TNSTANCE”»
<asLacatedEntity classCode="LOCE"> :
<location classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="]2,15.r" codeSystem="1. 0. 3166. 1. 2.2"/>
<I— eser 15 r AFEE #1 —
</location>
<fasLocatedEntityd
{/representedOrganization)
</assignedBntity>
fparticipationd
</document>
</reference>
{reference typeCode="REFR*>
<document classCode="DOC" woodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883, 3, 989, 2, 1, 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<title>J2, 17, </titled
I ge8J2. 17. r Wk /HIEO S H2 - )
<{text mediaType="application/pdf” representation="B64">C, 4.r. 2¢/text>
<l— C.4.r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1¢{/biblicgraphicDesignationText>
<I— €. 4.1, 1 Literature Reference{s) #2 —>
<{participation typeCode="AUT">
<assignedfntity classCode="ASSIGNED">
<{representedOrganization classCode="0RG” determinerCode="INSTANCE">
<aslocatedEntity classCode="LOCE™>
<location classCode="COUNTRY" determinerCode="1NSTANCE">
<code code="J2, 15, v" codeSystem="1.0. 3166.1.2, 2" />
<I-- 8@8]2.15. r AFE H2 —
{/location>
</asLocatedEntity>
{/representedOrganization
<{/assignedfntity>
</participationd
</document>
{/reference>
{component typeCode="COMP*>
<adverseFveniAssessment classCode="TNVSTG® moodCode="EYN">
<subjectl typeCode="SB]">
{primaryRole classCode="TNVSB]">
<plaverl classCode="PSN” determinerCode="INSTANCE">
<name>D. 1</hame>
<!— D, 1: Patient (name or initials) —>
<administrativeGenderCode code="D,E” codeSystem="1.0.5218"/>
{I—D.5 Sex —
<birthTime value="20080101"/>
‘<}--D.2.1: Date of Birth —>
{deceasedTime value="20096101"/>
<l— 0,9, 1: Date of Death —>
{asidentifiedfntity classCode="TDENT">
(id extension="D, 1.1.1" reot="%, 16, 840, 1. 113883.3.689.2.1.3.7°/>
<{!= D.1.1.1: Patient Medical Record Number(s) and Source(s) of the Record Mumber (GP Medical Record Nunber) -

-3
{code code="1" codeSysten="2. 16, 840, 1, 113883, 3. 989, 2. 1. 1. 4" codeSystemVersion="1. 0" displayName="GP*/>
¢/asldentifiedEntity>
<asldentifiedEntity classCode="IDERT*>
<id extension="D.1.1.2" root="%2, 16, 844, 1, 113883. 5. 889. 2. 1.3.8"/>
<J=- D.1, 1,2 Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Record Number) —
>
<eode code="2" codeSysten="2.16.840.1. 113883. 2, 989. 2. 1. 1. 4" codeSystenVersion="1,0" displayName="Specialist”/>
</asldentifiedEntity>
(asidentifiedEntity classCode="IDENT">
<id extension="D. 1. 1. 3" root="2, 16, 840, 1. 713883, 3, 480. 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" codeSystenVersion="1, 0" displayName="Hospital
Record” />

{/asldentifiedBntity>
<asIdentifiedEntity classCode="IDENT">
<id extension="D. 1.1 4" root="2. 14 840. 1. 113883.3.889.2.1,3,10"/>
<I— 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="FRN” codeSysten="2. 16. 840. 1, 113883. 5. 111”/>
<associatedPerson classCode="PSN” determinarCode="INSTANCE™>
<name>D. 10, 1</ name>
<1— 1.10.1: Parent Identification —>
CadministrativeGenderCode cade="D.10.6" codeSystem="1. 0. E218"/>
¢!— D.10.6: Sex of Parent -->
<birthTime value="20090101"/>
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¢]— 1, 10,2, 1: Date of Birth of Parent —>
{/associatedPerson>
<subjiect0fZ typeCode="SB]">

Cohsarvation ¢lassCode="0BS" moodCode="EVN™>

{code code="3
12
¢value xsi:itype="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) -—>
{/ohservation)
</subject0r2y
{subjectOf2 typeCode="SBI >
<observation classCode="0BS" moodCode="EVN">
{code code="22" codeSysten="2. 16. 840, 1. 113883, 3,989, 2. 1, 1. 19" codeSystemVersion="1, 1" displayName="
lastMenstrualPericdDate” /> ’
<value xalltype="T5" value="20080101"/>
¢~ D, 10, 3: Last Menstrual Period Date of Parent —>
</observation’>
</subject0f2>
Caubject0f2 typelCode="5BI >
{ohservation classCode="0BS" moadCode="EVN"> .
: <code code="7" codeSystem="2. 16. 840, 1. 113883. . 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
bhodyWeight™/>

(value xsiitype="PQ" value="F0" unit="kg"/>
<} D, 10. 4: Body Weight (kg) of Parent —>
</observatien® ‘
</ suhjectOf2>
{subjectOf2 typeCode="SB]">
{ohservation elassCode="0BS” moodCode="EYN">
<code code="17" codeSystem="2. 16, 840, 1. 113883, 3, 989. 2. 1, 1, 19" codeSystenVersion="1. 1" displayName="
height”/>

¢yalue xsittype="PQ” value="160" unit="cm"/>
! <I— D.10.5: Height {cm) of Parent —>
</observation>
</subjectDf2>
Csuhjest0f2 typeCode="SB]">
{organizer classCode="CATEGORY" moodCode="EYN"> ;
{code code="1" cadeSystem="%. 16, 840. 1. 113883, 3. 989, 2, 1. 1. 20" codeSystemVersion="1. 0* displayName="
relevantMedicaldistoryindConeurrentConditions” />
{component typeCode="COMP">
<ohservation clagsCode="0BS" moodCode="EVN">

{code code="D.10.7. L. r.1h" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 10. 7. L. r,

1a"/>
A—D0,10, 7, 1,1, 1a: NedDRA Version for Medical History #1 —>
== D.10. 7. 1. 1. 1b! Medical History {disease / surgical procedure/ ete.} (MedDRA code) #1 —>
{effectiveTime xsiitype="IVL_TS">
<low value="20090101"/>
<1— D.10.7.1.x. 2! Start Date #l —>
<high value="20090101"/>
== D.10.7. 1. r. 4: End Date #1 —>
</effactiveTime>
<outboundRelationship? typeCode="COMP”>
<obgervation elassCode="0BS" moodCode="EVN">
<code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="compent” /> .
<value xsi:type="ED”>D, 10,7, L. r.5¢/valued
<|—D.10.7.1.v. 5 Comments #1 —>
</obgervation>
</outboundRelationship2>
{inboundRelationship typeCoda="REFR”>
{ohservation classCode="OBS” moodCode="EVN">
{code code="13" codeSystem="2, 16. §40.1.113883. 3. 989, 2, 1, L. 19" codeSystenVersion="1.1"
displayName="continuzing” />
<value xsittype="BL" value="true”/>
d— 1,107, 1.7, 37 Contimiing #1 —> ;
{/observation
</inboundRelationship>
</observation>
</component?
{eomponent typeCode="CONP*>
<{ohservation classCode="0BS" moodCode="EVN">

<code code="D. 10.7. 1. r. 1b” codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="1. 10.7. 1. 1.

1a”/>
<I-- D.10.7.1.r.1a: MedDRA Version for Medical Histery #2 —> )
{I== D.10.7. L r. 1bt Medical History {(disease / surgical procedure/ etc.) (MedDRA code) #2 —>
<effectiveTime xai:type="IVL_TS">
<low value="20080101"/>
<1-- D10, 7. L r.2: Start Date #2 -->
<high value="20090101"/>
{{— D.10.7 Lr. 4! End Date #2 —
¢/effectiveTime>
{outboundRelationship? typeCode="COMP™>
{observation classCode="0BS" moodCode="E¥N">
{code code="10" codeSystem="2. 16. 840, L. 113883. 3. 989. 2. L. L. 18" codeSystemVersion="1.1"
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codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1, 1. 19" codeSystemVersion="1.1" displayName="age”



di splayMame="comment” />
{value xsiitype="ED">D.10.7.1.r. 5¢/value>
<l—- D.10. 7. 1. 1. 5 Comments #2 —>
</observationd
¢/outboundRelationship2>
{inhoundRelationship typaCode="REFR">
{ohservation classCode="0BS" moodCode="EYN">
<code code="13" codeSystem="2. 16, 840, 1. 113883, 3,959, 2, 1. 1, 19" cedeSystemVersion="1,1"
displayName="continuing”/>
<value xsi:type="BL” value="true"/>
= D.10.7. 1. r. 3! Continuing #2 ~>
</observation?
¢/inboundRelationship>
</chservation”
{/component>
<component typeCode="COMP”>
{abservation classCode="0BS" moodCode="EVN">
{code code="18" codeSyztewm="%, 16, 840, 1, 113883, 3. 888, 2. 1. 1. 18”7 codeSystemVersion="1.1"
displayName="historyAndConenrrentConditionText”/>
<value xsi!type="ED">D.10.7.2¢/value}
D10, 7,21 Text for Relevant Medical History and Coneurrent Conditions of Parent —»
</observation®
</component>
<{/organizer>
<{/subject0f2>
<subjectOf? typeCode="SB]">
<organizer classCode="CATEGORY"” moodCode="EYN“>
{code code="2" codeSystem="2, 1G, 840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemYersion="1.0" displayName="
drugHistory”/>
{eomponent typeCode="COMP”>
<subistanceAdministration classCode="SBADN" mocdCode="EVN®>
LeffectiveTime xsi:type="TVI_TS">
<low value="20090101"/>
<|— D, 10.8. 1. 4: Start Date #§1 —>
<high value="20090101"/>
<{|— D.10.8.r.5: End Date #1 >
{/effectivelime>
Ceonsumahle typeCode="CSH*>
' {instance0fKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="D. 10. 8. 1. 2h” codeSystem="TED-MPID” codeSystemVersion="I, 10.8.1.2a"/>
{]— D.10.8.r.2a: MPID Version Date / Number #i -
<I— D.10. 8.1, 2b> Medicinal Product Identifier (MPID) #1 ——
{name>D. 18, 8. r. 1</name>
<{!-- D,10.8.r.1: Name of Drug as Reported 1 —>
Rind0fPraduct>
{/instance0fKind>
{/consumahle>
<outboundRelationship2 typeCode="RSON">
{ohservation classCode="0GS" moodCode="EVN">
{code code="19" codeSystem="2. 16, 84¢. 1. 113883, 3. 989. 2. 1. 1, 18" codeSystemVersion="1, 1"
displayMame="indication”/>
<value xsiitype="CE” code="D, 10, 8.1, 6b" codeSysten="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 6a" /> '
<!— D, 10.8.r. 6a’ MedDRA Version for Indication #1 -->
<t-- I, 10,8, r.6b: Ipdication (MedDRA code) #1 —>
{/observation>
</outboundRelationship2?
<suthboundRelationship? typeCode="CAUS">
{observation ¢lassCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 489. 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="reaction”/>
<value xsiitype="CE” code="D. 10. 8, r. 7Tb” codeSystem="2. 16. 840. 1. L13883. 8. 163"
codeSystemVersion="D. 10. 8. 1. 7a"/>
<!— D.10.8.r.7a’ MedDRA Version for Reaction #1 -—
<l== 1,10, 8, 1. Th: Reactions (MedDRA code) #1 —>
{/observation>
¢/outhoundRelationship2>
{/substanceAdministration>
{/compenent>
{component typeCode="COMP">
{subgtancehdninistration classCode="SBEADM” mocdCode="EVN">
{affectiveTime xsi:type="IVL_TS">
<low value="20080101"/>
{!— D.10.8, 7, 4: Start Date #2 —>
<high value="20080101"/>
<}— D.10.8.£.5 End Date #2 -—>
{/feffectivaTime>
<consumable typeCode="CSM">
ZinstanceOfKind classCode="INST™>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
¢code code="D. 10. 8. r. 3b” codeSystem="TBD-PhPID" codeSystemVersion="D.10.8.r. 3a"/>
¢l— D. 10. 8. r. 3a: PhPID Version Date / Number #2 —>
¢I~= D, 10, 8. 1. 3b: Pharmaceutical Product Identifier (PhPID) #2 —>»
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<name>D, 10, 8. r. 1</name>
¢}— 0.10.8.r.1: Name of Drug as Reported #2 >
{kind0fProduct?
</instanceOfRind>
</consumable>
<outhoundRelationship? typeCode="RSON">
{ohservation eclassCode="0BS" moodCode="EVN">
{eode code="19" codeSysten="2. 18.840.1, 113882, 3.689.2, 1. 1. 19" codeSystemVersion="1.1"
displayMame="indication”/>
. <value xsittype="CE" code="D.10.8. r.8b" codeSystem="2. 16. 840.1.113883. 6, 163"
eodeSystenVersion="D. 10, 8. 1, 62" />
<l-— D, 10.8.1.6a: MedDRA Version for Indication #2 —>
<]— D.10.8. 7. 6b: Indication {MedDRA code) #2 —>
</observation?
<fouthoundRelationship2>
<outhoundRelationship? typeCode="CAUS">
Sobservation classCode="OBS” moodCode="EVN">
{code cade="29" codeSystem="2. 15, 840, 1, 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1. 1"

displayName="reaction”/> . .
{yalue xsiitype="CE” code="D.10.8. r, Th” codeSystew="2, 16, 840, 1, 113883, 6. 163"
codeSystemVersion="D, 10. 8, r, 7a" /> '
b= D.10.8.r.7a: MedDRA Version for Reaction #2 —>
)= D.10.8.r. 7b: Reactions (MedDRA code) #2 —>
{/ohservation?
</outboundRelationshipZ>
</substenceAdministration>
</ eomponent
{/organizer>
v {/subjectlf2>
{/roler
</playeri?>
{aubject0fl typeCode="3B]">
{researchStudy classCode="CLNTRL” moodCade="EVN">
<id extension="C,5. 3" root="2.16. 840. 1. 113883. 3. 989. 2, 1. 3.5"/>
¢}— (.5.3: Spansor Study Nomber —3
<eode code="C, 5. 4" vodeSysten="2, 16, 840..1. 113883, 3, 986. 2. 1. 1. 8" codeSystenVersion="2, 0°/>
¢I— C.B.4: Study Type Where Reaction(s) / Event{s) Were Ohserved —>
<titledC. b, 2¢/title>
<t— (5.2 Study Name —>
<authorization typeCode="AUTH">
{studyReglzstration classCode="ACT" moodCode="EYN">
¢jd extension="C.5.1.r.1" root="2.16.840.1. 113883, 3,989.2,.1.3,.8"/>
<}— C.5. 1.r.1: Study Registraticn Number #1 ——
{author typeCode="AUT">
{territorialAuthority classCode="1ERR">
{governingPlace clazsCode="COUNTRY” determinerCode="INSTANCE">
Zeode code="C.5.1.1.2" codeSysten="1, 0. 3166.1.2.2"/>
{J— C.5.1.1. 2! Study Registration Country #1 —>
{/governingPlace>
¢/territorial Authority)
<fauthor>
</studyRegistration>
<{fauthorization>
Cauthorization typaCode="AUTH>
{atudyRegistration classCode="ACT" moodCode="EVN">
<id extension="C.5.1.1.1" root="2.16.840.1 113883.3.989.2. L. 3.6"/>
<l— ¢.5.1.r.1 Study Registration Number #2z —>
<author typeCode="AUT">
(territortalAuthority classCode="TERR™>
- {governingPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C. 5. 1.r.2" codeSysten="1,0, 3166.1,2.2"/>
<{l— C, 5, 1.r.2: Study Registration Country #2 —>
</governingPlace>
{/territorialAuthority>
</author>
{/studyRegistration -
{/authorization>
-¢/researchStudy>
¢/subject0f1>
<subjectOf2 typeCode="$BI">
{ohservation elassCode="0B5" mocdCode="EVN">
<eode code="3" codeSystem="2. 16. 840, ], 113883, 3, 989. 2.1. 1. 19" codeSystemVersion="1.1" displayName="age"/>
{yalue xsiitype="PR" value="10" unit="D.2.2b"/>
<l— D.2.2a: Age at Time of Onset of Reaction / Event (mmber) —>
{d— 0.2 bt Age at Time of Onset of Reamction / Evemt (unit) —>
{/observation> -
{/subject0f2>
<suhject0f2 typeCode="SBI">
Zobservation classCode="0BS” moodCode="EVN">
{zade code="16" codeSystem="2. 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

gestationPeriod”/>
{value xsiitype="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 f{unit) —>
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{/observation>
</subhjectOf2>
<subject0f2 typeCode="SB]">
<ohservation classCode="0BS” moodCode="EVN">» :
<cade code="4" codeSystem="2, 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="ageGroup”/>
<value xsiitype="CE” code="D.2.3" codeSystem="2, 16, 840, 1, 113883. 2, 989. 2. 1. 1. 9" codeSystemVersion="2. 0"/>
<] D.2.3: Patient Age Group (as per reporter) -—
</observation>
</subject0f2>
{subject0f2 typeCode="S$B]">
(observation eclassCode="0RS" moodCode="EVN">
- <code code="7" codeSysten="2. 16. 840, 1, 113883, 3, 989, 2, 1, 1 19” codeSystemVersion="1.1" displayName="bodyWeight”/

<value x5i:type="PQ" value="48,2" unit="kg"/>
{!— D.3! Body Weight (kg) —>
</observation>
</subject0f2>
{subject0f2 typeCode="SRI">
{observation classCode="0BS” moodCode="EVN">
{eade code="17" codeSystem="2. 16, 840, 1. 113883. 3. 989, 2, 1. 1. 19” codeSystenVarsion="1.1" displayName="height"/>
<{value xsi:type="P§” value="152" unit="em”/>
<]— D.4: Height {cm) —>
</observation?
{/subject0f2>
<subject0f2 typeCode="SB]">
{ebservation classCode="0BS" moodCode="EVN">
{code code="22" codeSystew="2, 16, 840. 1. 113883. 3. 989, 2. 1, 1. 19" codeSystemVersion="1.1" displayName="
lastMenstrualPeriodDate” />
<value xsi:type="T3” value="20000101"/>
¢l— D.6! Last Menstrual Period Date —>
{/observation>
{/subjectOf2>
<subjectOf? typeCode="SBI">
{organizer classCode="CATEGORY” maodCode="EYN"> i
‘code code="1" codeSystem="2. 16. 840. 1. 113883, 3, 988, 2, 1, 1. 20" codeSystenmVersion="1.0" disnlayName="
relevantMedicalHistoryAndConcurrentConditions” />
{companent typeCode="COMP™>
{observation classCode="0BS” moodCode="EYN">
<eods code="D. 7. 1.1, 1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" eodeSystenVersion="D. 7. L r. 1a"/>
{I— D.7. 1. 1. ta: MedDRA Version for Medical Histery #1 ——>
{{== DL7.1.7. Ib: Medical History (disease / surgical precedure / etc.) (MedDRA code) #1 —>
<effectiveTime xsi:type="I1VL_TS">
Jow vatue="20090101"/>
41— D.7. Lr.2! Start Date #i -->
<high value="20080101"/>
J--D. 7.5 1. 4: End Date §1 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP">
<observation classCode="0BS" mocdCode="EVN">
{code code="10" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2, 1, 1, 19" codeSystemVersion="1.1"
displayName="comment” />
<value xsiitype="ED">D. 7.1 r.5¢/value>
<— 0.7 1Lr.5: Comments 3 —>
</observation>
</outbomdRelationship2>
{euthoundRelationship2 typeCode="EXPL">
{observation classCade="0BS” moodCode="EVN">
{code cade="38" codeSystem="2. 16, 840.1, 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"
di splayName="fami lyHistory” />
{value xsi:type="BL" value="txue”/>
I==D.7.1.r. 6: Family Histery §1 -
</observation)
</outhoundRelationship2>
<inboundRelationship typeCode="REFR"> .
{observation classCode="(BS” moodCode="EWN">
<code code="13" codeSystem="2. 16, 840, 1, 113883, 3. 989, 2. 1.1. 19" codeSystewVersion="1.1"
displayMame="continuing”/>
<value xsiitype="BL" value="true”/>
<= D.7.1.r.3: Continuing #1 —>
{/obgervation>
</inboundRelationship>
{/observation>
</component?
<{component. typeCode="COMP">
{observation classCade="0BS" moodCode="BYN">
{eode code="D. 7. L. t.1b” codeSystem="2, 16. 840, 1. 113883. 6. 163" codeSystemVersion="D. 7. 1. 1. 1a"/>
<P~ D.7. 1.1, ta: MedDRA Version for Medical History H2 —>
<= D.7. 1.1 1b: Medical history (disease / surgical procedure / etc.} (MedDRA code) #2 —>
‘effectiveTime xsiitype="IVL_TS">
low value="2009C101"/>
<= D, 7, L1 2 Start Date #2 —>
<high value="20080101"/>
1=~ D.7.Lr.4: Eod Date 2 —>
{/effectiveTime>



displayName="comment” />

displayName="familyHistory”/>

displayName="continuing”/>

histervAndConeurrentConditionText” />

avent] ——

conconi tantTherapy™ />

2

displayName="indication”/>

D.8.r.6a" />

displayName="reaction”/>

D.8.x. 72"/

{ruthoundRelationship? typeCode="COMP">
{observation classCode="08S" meodCode="EVN">
Ceade code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"

<value xsiltype="ED"D. 7. 1.1, 5</value>
4 0,7 L r. 5 Comments #Z —>
</observation>
</outboundRelationship2>
<outhoundRelationship2 typeCade="EXPL">
{chservation classCode="0BS" moodCade="E¥N">
<eode code="38" codeSystem="2. 16. 840. 1. 113883, 5, 980. 2. 1. 1. 18" codeSystenVersion="1.1"

<{valte xsiitype="BL" value="true"/>
{J— D7 1,1 6 Family History #2 —>
¢/observation?
¢/outboundRelationship2>
inbomdRetationship typeCode="REFR™>
{ohservatian classCode="0BS" moodCode="EVN">
{code code="13" rodeSystem="2, 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsiltype="BL” value="trua"/>
<!— D.7.1.7x. 3: Continuing #2 —>
{/observation>
{/inboundRelationship>
</observation>
{/component>
Ceomponent typeCode="COMP™ >
{ohservation classCode="DBS” moodCode="EVN">
{cade code="18" codeSystem="2. 16. 840, 1, 113883, 3,989, 2,1, 1, 19° codeSystemVersion="1.1" displayName="

{value xsiftype="ED">D. 7. 2¢/value>
¢}-— D.7.2¢ Text for Relevant Medieal History and Conecurrent Conditions (not ineluding reaction /

{/observation>
{/componenty
<camponent typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN"> .
{code code="11" codeSystem="2. 16, 840, 1, 113882, 3. 989. 2. 1. 1. 19 codeSystemVersion="1, 1" displayName="

<value xsi!type="BL® value="true”/>
{I— D.7.3: Concomitant Therapies ——>
</observation>
</gompanent>
<{/organizer>
</subjectDf2>
{suhjectOf typeCode="SBJ">
Carganizer clasaCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2. 16, 840, 1, 113883, 3, 988, 2, 1. 1. 20" eodeSystemVersion="1. 0" displayMame="druglistory”

{component typeCode="COMP”>
<substanceAdministration ¢lassCade="SBADM” moodCode="EVN">
<effectiveTime xs=i:type="IVL_T8">
{low value="20090101"/>
<f-~ D.8.r. 4! Start Date #1 —>
<high value="20090101"/>
{I— D& r 5: End Date #1 —>
</effectivelime> ’
{consumalile typeCode="CSN">
" <instance0fKind classCode="TNST">
eind0fProduct classCode="MMAT” determinerCode="KIND">
<cade code="D. 8. 1. 2b" codeSystem="TBD-MPID" codeSystemVersion="D. 8, r,2a"/>
¢I— 0. 8. r.2a: MPID Version Date / Number #1 ——
{f~- D.8.r.2b" Medicinal Product Identifier (MPID) #1 -->
{name>D. 8. ¥, 1</name>
<}— D0.8.r.1: Name of Drug as Reported #L —>
</kind0fProduct>
¢/instanve0fKind>
</consumable> .
<outboundRelationship2 typeCode="RSON">
{observation classCode="0B3" moodCode="EVN">
{eode code="18" codeSystem="2, 16, 840. 1. 112883, 3, 989, 2. 1. 1. 19” codeSystemVersion="1, 17

<value xsi:itype="CE” code="D.8.r.6b" codeSystew="2. 16. 840. 1. 113883, 6. 163" codeSystenVersion="

¢l— D, 8, r Ba: MedDRA Version for Indication #1 —>
(o= D8 r. 6t Indieatjon (MedDRA code) HI —3
¢/ohservationd
{/outhoundRelationship2>
<puthoundRelationship2 typeCode="CAUS">
{observation classCode="0BS" moodCode="EVN">
{cade code="20" codeSysten="2, 14, 840, 1, 113883. 3. 989. 2. 1. 1. 19" codsSystemVersion="1, 1"

{yalue xsi'type="CE” code="D. 8.r.7b" codeSystem="2; 16,840, 1. 113883, 6. 163" codeSystenVersion="




<!— D.B.x, 7a: MedDRA Version for Reaction #1 —>
<{I— D.8.1.7b" Reaction (MedDRA code) #1 ——>
{/observation>
</outboundRelationship2>
</substanceAdministration>
{/cemponant>
<camponent typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="TVL_TS">
<low value="20090101"/>
<!— D.8.1.4* Start Date #2 —>
<high value="20090101"/>
<I== D.8. r.B: End Date #2 —>
<feffectiveTime>
<eonsumahle typeCode="CSH">
<instanceOfKind classCode="INST">
<kind0fProduct elassCode="MMAT" determinerCode="KIND">
{eode code="D, 8. 1. 3b” codeSystem="TBD—PhPID” codeSystemVersion="D. & r.3a"/>
¢<!— D.8.r.3a: PhPID Version Date / Number —>
<!— D.8.r.3b! Pharmacentical Product Identifier {(PhPID) fi2 —>
<name>D. 8. r. 1{/name>
¢!~ D.8.r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instanceCfKind>
</consumable>
<outhoundRelationship? typeCode="RSON">
<observation classCode="CRS” moodCode="EVN">
{code eode=”19" codeSystem="2. 16, 840, 1. 113883. 3. 889. 2. 1. 1. 18" codeSystemVersion="1.1"
displayName="indication”/>
{value xsiitype="CE" code="], 8 r.6b" codeSysten="2, 16. 840, L. 113883, 6. 163" codeSystemVersion="
D. 8. 1. 6a"/>
I~ D. 8.1, Ba: MedDRA Version for Indication #2 —>
<J-- 0.8 1, 6b: Indication (MedDRA code) #2 —>
¢/chservation>
{fontboundRelationship2>
<outboundRelationship2 typeCode="CAUS">
<observation classCode="0BS” moodCode="EVN">
{code ecode="28" codeSystem="2. 16, 840, 1. 113883. 3. 088, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/>
{value xsiitype="CE” code="D.8,r.7b" codeSystem="2. 16.840. 1. 113883. f. 163" codeSystemVersion="
D.8. r.7a"/>
<{|— D.8.1.7a: MedDRA Version for Reaction #2 —>
{!— D8 r. 7b! Reaction (MedDRA code) HZ —>
{/observation>
</outhoundRelationship2>
</substanceAdministrationd
{/component>
</organizer>
{/subject0f2>
<subjectOf2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
{code code="32" codeSystem="2. 16. 840. 1. 113883. 3. 089. 2. 1. 1. 18" codeSystanVersion="1, 1" displayRame="
reportedCausedfDeath”/>
<value xsi:type="CE” code="D.8.2.r.1b" codeSysten="9. 16, 840, L. 113883, 6. 163" codeSystemVersion="D.9.2.1. 1a™> "
{!— D.9.2.r.1a' MedDRA Version for Reported Cause(s} of Death #1 —>
{J— D9, 2, x. 1b: Reported Cause(s) of Death (MedDRA code) #1 —>
{ariginalText»D. 9. 2. r. 2{/original Text>
{J— D.9.2.r. 2! Heported Cause(s) of Death (free text) #1 —>
</valued>
{/observation>
</subjectOf2>
<subjectOf2 typeCode="SBI">
{observation classCode="0BS" moodCode="EVN">
<code code="32" codeSystem="2. 16. 840. 1. 113883. 3, 989, 2,1, 1, 18" codeSystemVersion="1. 1" displayName="
reportedCause0fDeath’/>
<yalue xsiitype="CE” code="D. 9. 2. 1. 1h" codeSystem="2.16. 840. L. 113883, 6. 163" codeSystenVersion="D.9.2.r. la™>
{]— D.8.2.r. la: MedDRA Version for Reported Cause{s} of Death #2 —>
¢!— D.8.2.r.1b! Reported Cause(s) of Death (MedDRA code) #2 -
{eriginalText>D. 9. 2. r, 2{/original Text>
<]— D.9.2.r. 2! Reported Cause(s) of Death (free text) #2 —
{/value>
</observation>
</subjectOf2>
{subject0f2 typeCode="SB]">
{ohservation classCode="0BS” moodCode="EVN">
{code code="5" codeSystem="2. 16. 540. 1. 113883, 3, 889, 2, 1, 1, 19" codeSystenVersion="1. 1" displayName="autopsy”/>
<value xsi:type="BL" value="true”/>
<1— 1,83 WPas Autopsy Done? —>
<outhoundRelationship2 typeCode="DRIV">
{observation classCode="08S" moodCode="EVN">
{code code="8" codeSystem="2.16. 840, 1. 113883. 3. 989.2. 1. 1. 19" cadeSystemVersion="1, 1" displayName="
causeOfDeath” />
<value xsi:type="CE" code="D. 8 4. 1. !h" codaSystem="2, 16, 840, 1, 113883, 6. 163" codeSystemVersion="IL 6. 4,
1. la™>



¢\— B.9.4. v, la: MedDRA Version for Autopsy—determined Cause(s) of Death #1 —>
¢1— D.9. 4. r. Ib Autopsy—determined Causels) of Death {(MedDRA code} #1 -->
CoriginalTextD. 9. 4. r, 2</original Text>
{1~ D, 9,412 Autopsy-determined Cause(s) of Desth (free text) #1 —>
¢fralued
{/ohservation>
</outboundRelationship2>
<putboundRelationship? typeCode="DRIV">
<obsetvation classCode="0BS" moocdCode="EVN">
{eode code="8" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1, 1, 19" codeSystemVersion="1.1" diaplayName="

cause0fDeath” /> .
¢yalte xsittype="CE" code="D. 8. 4.r.1b" codeSystem="0.186.840. 1. 113883, 6, 163" codeSystemVersion="D.9. 4.
r. 1a"> .
<|— D.9.4.r.1a' MedDRA Version for Autopsy-determined Cause(s) of Death #2 -->
¢1-- 1. 9. 4. v, 1b Autopsy-determined Cause(s) of Death (MedDRA code) #2 —> ) !
<originalText>D. 8. 4. r. 2{/originalText>
== D.9. 4. 1. 2: Autopsy-determined Cause(s) of Death (free text) #2 —
' {fvalue
¢/observation>
{/outheoundRelationship2>
¢/abseryation>
{/subject0f2>
<subject0f? typeCode="SRI">
<observation classCode="0BS" moodCode="EYN">
2id reot="154eh880-058b—45f2-a02f-42d4d65465TE" />
{oode code="29" codeSystem="2. 16. 840, 1, 113883, 3,989, 2. 1, 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

LeffectiveTime xsi:type="IVL. TS">
(low value="20090101"/>
<!— E.i.4: Date of Start of Reaction / Event #1 —
<high value="20090102"/>
{I— E.i.B5: Date of End of Reaction / Event il --%
<feffectiveTime?
¢value xsiitype="CE” code="E. i.2. 1b" codeSystem="2. 16. 840. 1. 113883, 6, 163" codeSystemVersion="E.1i.2.1a">
()= 7,4.2.1a: MedDRA Version for Reaction / Event #1 —
<!-- E.i.2.1b: Reaction / Event {MedDRA code} #1 —>
CoriginalText language="E.i.l.1b">E. i.1. lad/originalText>
¢]— E,i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #1 ——>
<]— E. i, 1. 1b! Reaction / Fvent as Reported by the Primarvy Source Language #1 —>
</value>
¢location typeCode="LOC"»
{locatedEntity elassCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="TNSTANCE">
Zcode code="E.1.9" eodeSystem="1.0.3166.1.2.2"/>
<l-— F,i,9: Identification of the Country Where the Reaction / Event Ocewrred #1 —
{/locatedPlace>
</locatedEntity>
</Ilocation>
<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. i.1.2¢/value>
<!— E.i,1.2: Reaction / Event as Reported by the Frimary Source for Translation #1 —>
{/observation? ’ ) :
</outboundRelationship2>
<outhoundRelationship2 iypeCode="PERT™>
<observation classCode="0BS" moodCode="E¥YN">
{eode code="37" codeSystem="2. 16, 840, 1, 113883, 3, 989, 2, 1. 1. 18" codeSystemVersion="1.1" displayName="
termHi ghlightedByReporter”/>
<value xsi:type="CE” code="E. 1 3.1" codeSysten="2. 18, 840, 1, 113883, 3.989, 2. 1, 1. 10" codeSystenVersion="

207/
¢l— E.1:5.1; Term Highlighted by the Reporter #1 —>
</chservation’
¢/outboundRelationship2?
{outhomdRelationship? typeCode="PERT">
<ohservation classCode="CBS* moodCode="EVN"> .
{code code~"34" codeSyster="Z. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInDeath”/>
<yalue xsi:type="BL” value="true”/>
{}— E i, 3. 2 Results in Death #1 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="(BS" moodCode="EVN">
{code code="21" codeSystem="2. 14, B40. 1, 113883, 3, 989, 2.1. 1, 19" codeSystemVersion="1,1" displayNaIﬁe:”
isLifeThreatening” />

{value xsiitype="BL* nullFlaver="NI"/>
{}— E,1.5. 2b: Life Threatening #1 —>
</chservation>
{/outboundRelationship2>
<authaundRelationship? typafode="PERT">
{observation classCode="0BS" moodCode="EVN">
<gode code="33" codeSystem="2, 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
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requiresInpatientHospitalization” />

Cvalue xsittype="BL" value="tyua"/>
¢!— E.i.3.2c7 Caused / Prolonged Hospitalisation #1 —
{/observation> '
</outboundRelationship2>
<enthoundRelationship2 typeCode="PERT">
{chservation classCode="0BS" moodCode="EVN">
{eode code="35" codeSystem="2. 16. 840. 1, 113883, 3, 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

resultsInPersistentOrSignificantDisability”/>

congenital AnamalyBirthDefect” />

otherMadieal lyTmportantCondition” />

outcome” />

07/

medicalConfirmationByHeal thProfessional />

VIHREN SR>

codeSystemVersion="1,1"/>

{value xsiitype="BL" nuliFlavor="NI"/>
<l— E.i.3.2d: Disabling / Incapacitating #1——>
{/observation>
</outboundRelationshin2>
<outboundRelationship2 typeCode="PERT">
<abservation classCode="0BS” moodCode="EVN">
{eode code="12" codeSystem="2.16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="

<value xsi!type="BL" nu}lFlavor="NI"/>
¢!— E.i,3.2e! Congenital Anomaly / Birth Defect #1 —>
¢/phservation®
</outboundRelationship2y
<outboundRelationship2 typeCode="PERT">
{abservation classCode="0BS” moodCode="EVN">
{code code="26" codeSystenm"2, 16, §40, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="

<yalus ¥siitype="BL" value="true”/>
_ &l-- E.1.3.2f: Other Medically Important Condition #1 —>
</observation’
{/outhoundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="27" codeSystem="2.16. 840. 1. 113883. 3. 989, 2, 1. 1, 19" codeSystenVersion="1.1" displayName="

<value xsiityne="CE" code="E.i.7" codeSystem="2. 16, 840. L. 113883. 3. 989. 2. 1. 1. 11” codeSystemVersion="2.

{J— E.i,7: Outecome of Reaction / Event at the Time of Last Observation §1 —>
{/observation>
{/outhoundRelationship2>
<outboundRelationship2 typeCode="PERT*}
{observation classCode="0BS" moodCode="EVN">
{code code="24" codeSystem="2.16, 840, 1. 113883, 3, 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

{value xsi:type="BL” value="true”/>
<I— E.1,8i Medical Confirmation by Healthcare Professional #1 —
</observation>
</autboundRelationship2>
{outboundRelationship? typeCode="PERT”>
<ohservation classCode="0BS” moodCode="E¥N">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5, 1, 3. 2. 1. 10" codeSystemVersion="1.0" displayName=

<{value xsi:type="CE” code="J2.14.1" codeSystew="2. 16. 840, 1. 113883. 3. 989, 5.1. 3. 2. 1. 8"
<1— 88872, 14.1 kA0 - BEM #1 -

</chservation>
</authoundRelationship2>

</observation>
{/subjectOf2>
<subject0f2 typeCode="SB]">
<observation classCode="0BS” moodCode="EV¥N">

<1d root="2haa28d6-cOe8—4elc-03e8-5bBE0NF14220" />
{code code="29" codeSystem="2. 16. 840, 1. 113883, 3, 980. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="reaction”/>

<effactivelime xsi!type="IVL_TS">
<low value="20080101"/>
<{1-- E.i.4: Date of Start of Reaction / Fvent #2 —->
<width value="24" unit="L.i.86b"/>
<]— E.i,6a: Duration of Reaction / Event {(number} #2 —>
{}— E.1.6b: Duration of Reaction / Event {(unit} #2 —>
¢/effectivelimed
<value xsiitype="CE" eode="F. i.2. 1b" codeSystem="2. 16. 840, 1, 113883. 6, 162" codeSystemVersion="E. i. 2. 1a">
<l-- E.1,2.1a: MedDRA Version for Reaction / Fvent #2 —>
<l-- E. 1.2, 1b! Reaction / Event {MedDRA code) #2 —>
<originaiText language="E. i.1.1b">E. i. 1. la{/originalText>
<]— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #2 —
{l-— E.i.1.1b: Reaction / Event as Reported by the Primary Seurce Language #2 ~->
{/value>
{location typeCode="L0OC">
{locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{gode code="F.1i.9" codeSystem="1.0.3168. 1.2, 2°/>
<l-— E.1.9: Identification of the Country Whers the Reaction / Event Occwrred #2 —
</locatedPlace>
</locatedintity>
¢/location>
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reactionForTranslation”/>

termlighlightedByReporter” />

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

requiresinpatientBospitatization”/>

resultsInfersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect” />

atherhledicallyImpnrtantConditioq”/)

outcome” />

o>

medicalConfirmationByfealthProfessional”/>

{authoundRelztionship2 typeCode="PERT">
<observation elassCode="0BS” moodCode="EVN">
(eode code="30" codeSystem="2. 16, 840, 1, 113882.3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

Cyalue xsitype="ED"JE. i. 1. 2<¢/value>
¢l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 —>
{/observation>
</outboundRelationship2>
<outhoundRelationship? typeCode="PERT">
(chservation classCode="DBS” moodCode="EYN">
{code code="37" codeSystem="2. 16,840, 1, 113683, 3,989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="

(yalue xsiitype="CE” code="E.i.3.1" codeSystem="2. 16, 840, 1. 113883. 3. 98%. 2. 1. 1. 10" codeSystemVersion="

<!— E.i.3.1:Term MHighlighted by the Reporter #2 —>
{/ohservation>
</putboundRelationship2>
<outboundRelationship? typeCode="PERT">
<ohservation classCode="0BS” moodCode="EVN">
Ceade code="34" codeSystem="2. 18, 840, 1, 113883, 3. 989, 2.1, 1. 19" codeSystamVersion="1, 1" displayName="

<value xsiitype="BL"” value="true"/>
¢|— B.i.3.2a: Results in Beath #2 —>
{/observation>
</outhoundRelationship2>
{outboundRelationship? typeCode="PERT">
<abservation classCode="(BS” moadCode="EVN">
(code code="21" codeSystem="2.16.840. 1, 113883, 3, 889, 2, 1. 1. 19” codeSystemVersion="1. 1" displayName="

{yalue xsi:type="BL” nullFlavor="NI"/>
{}— E.i.3.2b: Life Threatening #2 -->
{/observation?
</outboundRelationshipZ>
<outboundRelationship? typeCode="PERT™>
{ohservation classCode="0BS” moodCode="EVN"> :
Ceode code="33" codeSysten="2, 16, 840. 1. 113883, 3.989. 2, 1. 1. 19” codeSystemVersion="1, 1" displayName="

{yalue xsiitype="BL” value="true”/>
<|— E.i.3.2¢: Caused / Prolonged Hospitalisation #2 —>
{/ohservation> : .
{/outhoundRelationship2>
<autboundRelationshin? typefade="PERT">
{ohservation classCode="0BS" moodCode="EVN">
leode code="35" codeSysten—"%. 16, 840, 1. 113883, 3. 089, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsiitype="BL” nullFlavor="NI"/>
<l— E.i.8.24: Disabling / Incapacitating #2 —>
{/observation>
</outhoundRelationship2>
{ottthoundRelationship? typeCode="PERT">
Lobservation ¢lassCode="OBS” moodCode="EVN">
{ende code="12" codeSysten="2. 16, 840. 1, 113883, 3. 980,2, 1, 1, 18" codeSystenVersion="1.1" displayName="

¢yalue xsiitype="BL” nullFlavor="NI"/>
<I—— E.i. 3. 2! Congenital Anomaly / Birth Defact #2 —>
{/ohservation® '
{foutboundRelationship2>
<ontboundRelationship2 typeCode="PERT">
<observation olassCode="085" mocdCode="EVN">
{code code="26" codeSystem="2.16. 840. 1. 113883. 3,989, 2.1. 1. 19" codeSystenVersion="1, 1" displayName="

{value xsi'type="BL" value="true”/>
<|— B 1i.3.2f: Other Medically Important Condition #2 —
¢/observation”
¢/outhoundRelationship2>
{outbonndRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
¢eode code="21" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="

<yalue xsiitype="CE* code="E. 1. 7" codeSystem="2. 16.840. 1. 113883.3.889. 2. 1. 1. 11" codeSystemVersion="2.

<!— E.i.7: Outcome of Reaction / Event at tha Time of Last Observation #2 —>
{/observation> ’
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{ohservation classfode="0B3" moodCode="EVN"> :
{code code="24” codeSystem="2. 186, 840. 1. 113883, 3, 989, 2. 1, 1, 19" codeSystenVersion="1, 1" displayName="

<value xsiitype="BL” value="true”/>
<l— E.i.8: Medical Confirmation by Healthcare Professional #2 — :
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCade="TERT">
{abservation classCode="0BS” moodCode="EVN"}
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{code code="11" codeSystem="2. 16. 840. 1. 113883, 3,989, 5, 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName=
" - BT, . ’
<value xsi:type="CE” code="]J2.14.1" codeSysten="2.16. 840. 1. 113863. 3. 989.5.1.3.2.1.8"
codeSystemVersion="1.1"/>
<l— B@aJ2, 14.1 Fn - BB #2 —
{/observation?
</outboundRelationship2»
{/uvhservation -
</subject0f2>
<subject0f2 typeCode="SBJ]">
{observation classCode="0BS" moodCode="EVN">
<id root="3a8626ch-9f1b-dea8-Ba0f-e0ff34430adf” />
<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*>
<width value="24" unit="E.i.8b"/>
<I— E.i. 8a! Duration of Reaction / Bvent (number) #3 -—>
<!-- E.i.6h: Duration of Reactian / Bvent (unit) #3 ——>
<high value="20101201"/>
<]— E.i.5: Date of End of Resction / Event #3 -
{/effectiveTime>
<value xs1itype="CE" code="E. 1.2, 16" codeSystem="2. 16. §40. 1. 113883. 6. 163" codeSystemVersion="§. 1.2 1a">
<l—E.i.2. la: MedDRA Version for Reaction / Fvent #3 —>
<}— E.i.2 1b: Reaction / BEvent (MedDRA code) #3 ——
<originaiText language="E, i.1,1b">E i. 1. la$/originalText>
{I—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 —>
{/valued
Jocation typeCode="LOC">
{locatedEntity classCode="LOCE">
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="E.i.8" codeSystem="1, 0. 3166.1. 2.2"/>
<I~~ E.i.9¢ Identification of the Country Where the Reaction / Event Occurred #3 —
/locatedPlace?
</locatedEntity>
{/Tocation>
<outboundRelationship2 typeCoda="PERT">
<aobservation classCode="0BS” moodCode="E¥N")
<code code="30" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1, 19" codeSystenVersion="1.1% displayName="
reactionForTranslation”/>
<yalue xsiitype="ED">E. i.1.2¢/value>
<|— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation 3 —>
</ohservation?
</outboundRelationship2> .
<outboundRelationshin? typeCode="PERT">
{abservation elassCode="0BS” moodCode="EVN")"
, <code code="37" codeSystem="2.16. 840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
termHighlightedByReparter”/>
Cvalue xsi:type="CE"” code="E. i.3,1" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10" codeSystemVersion="

207/
<I— E.i,3.1iTerm Highlighted by the Reporter #3 —>
{/observation)
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{chservation classCode="0BS" moodCode="E¥YN™»
Ccade code="34" codeSysten="2, 18, 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInDeath” />
<value xsi:type="BL” value="true”/>
<!— E.i.3.2a: Results in Death #3 —>
</cbservation?
</outhoundRelationship2®
<authoundRelationship2 typeCode="PERT">
{cbservation classCode="0BS" moodCode="E¥YN">
<code code="21" codeSystem="2.16.840. 1. 113883. 3. 989, 2. 1, 1. 19" codeSystenVersion="1. 1" displayName="
isLifeThreatening” />

<yalue xsi:type="BL" nullFlavor="KI"/>
{I—E.i.3.2b! Life Threatening #3 ——>
</ohservation®
</outboundRelationship2>
<outbeundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="23" 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.3.2¢: Caused / Prolonged Hospitalisation #3 >
¢/observation® :
</outhoundRetationshin2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16, 840. 1. 113883. 3. 859. 2. 1. 1. 18" codeSystemVersion="1,1" displayName="
resultsInPersistentOrSignificantDisability”/>
' <{value xsi:type="BL” mullFlaver="NI"/>
<I=- E.1,3.2d: Disabling / Incapacitating #3 —>
</observation
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</outboundRelationship2>
<outboundRelationship? typeCode="PERT">
<observation classCode="0BS" moodCode="EVN"> .

{code code="12" codeSystem="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
congenitalAinomalyBirthDefect” />
- <value xsi:type="BL* nullFlavor="NI1"/>

{}— E.i.3. 2! Congenital Ancmaly / Birth Defect #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0B3" moodCode="EVN">
{code code="26" codeSyster="2, 16.840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1,1” displayNeme="
otherMedicallyImportantCondition” />
<{yalue xsi:type="BL” value="true”/> .
<l-- E. i, 3. 2f: Other Medically Important Condition #3 —>
</observation> :
</outhoundRelationshin®>
CautboundRelationship? typeCode="PERT">
{ohservation elassCode="0BS” moodCode="EVN">

{code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="
ottcome” />
<value xsi:type="CE” code="E.i.7" codeSystem="2, 16, 840, 1, 113883, 3,989, 2. 1, 1, 11” codeSystenVersion="2.
07/ '

{l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>

~ </observation>
</outhoundRel ationship2>
<outbaundRelationship2 typeCode="PERT">
{abservation elassCode="0RS” maodCode="EVN"> -
“<code code="24" codeSystem="2. 15. 840. 1. 113883, 3. 989. 2. 1.1, 19" codeSystenVersion="1. 1" displayNeme="
medicalConfirmationByHeal thPrafessional”/>
<value xsi:type="BL” value="true”/>
{— E.i,B: Medical Confirmation by Healthcare Professional #3 —»
</observation>
</outhoundRelationship2>
<outboundRelationship2 typeCodé="PERT">
{observation classCode="0RS" moodCode="EVN"> .

{eoda code="11" codeSystem="2. 16, 840. 1. 113883. 3. 989.5.1.3. 2.1, 10” codeSystenVersion="1.0" displavName=
A - BRI -
<yalue xsiltype="CE" code="J2.14.1" codeSystem="2. 16. 840. 1. 113883, 3.989, 5, 1,3, 2. 1. R*
codeSystenVersion="1, 1"/>

<1— B@aJ2. 14. 1 Fi - BEE #3 >

</observation>
</outboundRelationship2>
</observation>
{/subjectdf2>
{suhjestOf2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
<id root:”21:99840fﬂ8h4*499c*80ff’“dd8415f4f8a5”/)
{code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 889. 2, 1, L, 19" codeSystemVersion="1. 1" displayName="reaction”/»

<effectiveTime xsi:type="SIPR_TS">
<comp x5i:type="IVL_TS">
<low value="20090101"/> .
(l=- E. 1.4t Date of Start of Reaction / Event H4 —>
<high value="20101201"/>
<{!— B i.5: Date of End of Reaction / Event #4 —>
<feomp?
Ceamp xsittype="1VL_T3" operator="A">
<width value="24" unit="F, i, 6h"/>
<!-— E.1i.6a! Duration of Reaction / Event (number) #4 —>
<!— E.i.6h: Duration of Reaction / Event (unit) #4 —>
</comp>
{/effectiveTime>
<value xsi:type="CE” code="E, 1,2, Ib" codeSystem="2, 16, 840, L. 113883, 6. 163" codeSystemVersion="E. i. 2.1a">
¢!— E.i.2.1a! MedDRA Version for Reaction / Event #4 —
{I— E.i,2 1h! Reaction / Event {(MedDRA code) #4 —
{originalText language="F,i,1,1b">E i, 1, la</originalText>
¢l-- K. i.1.la! Reaction / Event as Reported by the Primary Source in Native Language #4 —>
<{!— E.i,1.1b: Reaction / Event as Reported by the Primary Scurce Language #4 ~—>
</value>
<location typeCode="LOC">
{locatedBntity elassCode="LOCE">
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<eode sode="E.1i. 9" codeSystem="1.0.3166.1. 2.2"/>
<l-=- E.i.9: Identification of the Country Where the Reaction / BEvent Occurred f4 —>
</locatedPlace>
{/locatedEntity>
</location>
<entboundRelationship2 typeCode="PERT™>
<observation elassCode="0RS” moodCode="EVN“>
<code code="30" codeSystem="2. 16, 840, 1. 113883, 3.98%. 2, 1, 1. 18" codeSystenVersion="1. 1" displayName="
reactionForTranstation” /> .
<value xsi:type="ED"DE. i. 1. 2¢/value>
<I-- E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation 4 —>
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{/ohservation>
{/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EYN™>
<coda code="37" codeSystem="2.16. 840. 1. 113883. 3, 989, 2.1, 1. 19" codeSystemVersion="1, 1" displayName="
termHighlightedByReporter”/>
<yalue x5i:type="CE” code="E.1.3.1" codeSystem="2. 16.840. 1. 113883. 3, 989, 2. 1. 1. 10" codeSystenVersion="

2,07/
<I=- E.j.3.1:Term Highlighted by the Reporter #4 —>
{/observation®
fouthoundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="34" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 18" codeSystemVersion="1,1" displayName="
resultsInbeath”/>
<value zsiitype="BL” value="true”/>
¢l=— E,1i,3, 2a: Results in Death #4 —>
</observation>
{/outhoundRelationship>
<outhoundRelationship? typeCode="PERT”>
{observation elassCode="0BS” moodCode="EVN"> _
{code code="21" codeSystem="2, 18, 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening” />

<yalue xsistype="BL” nullFlavor="NL"/>
<!— E.i.3.2b: Life Threatening #4 —>
</chservation)
{/outhoundRelationship2>
<outboundRelationship? typeCode="PERT”>
Cobservation classCode="0BS" meodCode="EYN">
{code code="33" codeSystem="2. 16, 840, 1, 113883, 3, 089, 2, 1. 1, 18" codeSystemVersion="1. 1" displayName="
requiresInpatientHospitalization” />
<value xsi:type="BL" value="true"/>
{l— E.i.3.9¢c! Caused / Prolonged Hospitalisation #4 —>
{/obgervation>
</outboundRelationship2>
<outboundRelationship? typefode="PERT">
{ohservation e¢lassCode="CBS" moodCode="E¥YN">
<code code="35" codeSysten="2. 16. 840, 1. 113883, 3, 989, 2, 1,1, 19" eodeSystemVersion="1.1" displayMame="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” rullFlavor="NI1"/>
<!— E.i.3.2d! Disabling / Incapacitating #4 —
{/observation>
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="12" codeSyster="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVarsion="1.1" displayName="
congenitalAnomalyRirthDefect”/>
<yalue xsi:type="BL” nullFlavar="NI"/>
<!— E.i.3.2¢: Congenital Anomaly / Birth Defect #4 ~-»
</observation>
{/outboundRelationship2>
<outboundRelationshin? typeCode="PERT">
<chservation classCode="0BS" moodCode="EVN">
{eode code="26" codeSystem="2, 16, 840, 1, 113883. 3. 988. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
otherMedical lyImportantCondition” />
<value xsi:type="BL” value="true"/>
<)— E.i.3.2f! Other Medically Important Condition #4 —>
</ohservation> ’
{/outboundRelationshin?>
- {outhaundRelatienship2 typeCode="FERT">
{abservation classCode="0DS" moadCode="EYN™>
Ccoda 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, 1,7 codeSystem="2. 16.840.1.113883.3.989.2,1.1. 11" codeSystemVersion="2,
0/
¢!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation®
< foutboundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0RS" moodCode="BYN">
{eode code="24” codeSystem="2. 16. 840. 1. 113883. 3. 986. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
rmedicalConfirmationByHeal thProfessional” />
<value xsiitype="BL" value="true”/>
<l— E.i.8: Medical ConfTirmation by Healthcare Professional #4 —>
</observation?
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{chservation classCode="0BS” moodCode="FVN">
{code code="11" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1, 0" displayName=
“REn - BEET/
Cyalue xsittype="CE" code="J2.14. 1" codeSysten="2. 16, 840.1.113883. 2. 985.5.1. 3. 2. 1. 8"
codeSystemVersion="1.1"/>
{I— @0@T3. 140 FH - B #4 —>

{/ohservation
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</outboundRelationship2>
{/observation? '
</subjectOf2>
<subjectOf? typeCode="SB]">
{observation classCode="0BS" moodCode="EVN">
<id root="1071084c—cf10-4a3b-E3c1-34f9ddb7eadd” />
<code code="28" codeSyster~"2. 14, 840, 1, 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<l—- E.i,4: Date of Start of Reaction / Event #5 —
{/effectiveTime> . :
Cvalue ¥siitype="CE" code="E. i.2 1b” codeSystem="2 16.840. 1. 113883, 6, 163" codeSystemVersion="E. 1. 2.1a">
<l=~ B.1.2.1a: MedDRA Version for Reaction / Event #5 —>
<}— E.i.2.1b: Reaction / Event {(MedDRA code) #F —>
{originallext language="F, i, 1. 16">E i. 1. la{/originailext?
¢l== F,i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #5 —>
¢]— E.i.1.1b: Reaction / Event as Reported by the Primary Source lLanguage #5 ——>
{/values
¢location typeCade="LOC">
<locatedfrtity classCode="LOCE">
locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<cade code="F.i.8” codeSystem="1.0,3166.1.2.2"/> i
(P B.1.9: Tdentification of the Country Where the Reaction / Event Ocecurred #5 —> '
{/locatedPlace>
</locatedEntity>
</location>
<outhoundRelationship? typeCode="PERT">
¢ohservation classCode="0BS” moodCode="EVN™>
<oode code="30" codeSystem="2.16. 840, 1, 113883, 3,989, 2, 1. 1. 19" codeSystemVersions"1. 1" displayName="

reacticnforTranslation” />
{value xsiltype="ED"DE i.1,2¢/value>
¢l— R, i,1,2: Reastion / Event as Reported by the Primary Scurce for Translation #5 —5
</observation’
{/outboundRelationship2>
ZouthoundRelationship? typeCode="PERI™>
{ohservation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2. 16,840, 1. 113882, 3,889, 2. 1. 1, 18" codeSystenVersion="1. 1" displayNume="

- termtighlightedByReporter”/>
(yalte xsiitype="CE” code="E.i.3 1" codeSystem="2. 16,840, 1.113883,2.989. 2. 1. 1. 10" codeSystemVersion="
207/
{}— E.1i.3.1:Term Highlighted by the Reporter #5 —>
</observation)
{/outhoundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0R3" moodCode="EYN">
¢code code="34" codeSystem="2, 16, 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

resultsInDeath”/>
¢yalue xsiitype="BL" value="true"/>
¢}-— E.i.3.2a! Results in Death #5 —>
{/observation?
¢/airthoundRelationship2>
<outhoundRelationshin® typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
Soode code="21" codeSystem="2. 16. 840. 1. 113883, 2,989, 2. 1. 1. 19" codeSystemVersion="1,1" displayName="
isLifeThreatening”/>
<value xsi:type="BL" nullFlavor="NI"/>
{I— E, i.3.2b: Life Threatening # —>
</observation>
</outhoundRelationship2?
{outboundRelationship? typeCade="PERT">
{ohservation classCade="CBS" moodCode="EVN™>
{eode code="33" codeSystem="2. 15. 840. 1. 113882, 3,889, 2, L. 1. 18” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
’ <value xsiitype="BL" value="true”/>
<)— E.i.3.2¢: Caused / Prolonged Hospitalisation #5 —>
{/chservation>
</outboundRelationship2>
<outhoundRelationship? typeCode="PERT™>
" {chservation classCode="0BS" moodCede="EVN™>
. {eode code="35" codeSystem="2. 16. 840. 1. 112883, 3. 988, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
resultsInPersistent®rSignificantDisability”/> ’
<value xe1itype="BL" nuliFlavor="NI"/>
{{— EB.1.3.2d: Disabling / Incapacitating #6 —
{/chservation’
¢/outboundRelationship2>
<autboundRelationshing typeCode="PERT">
<observetion classCode="0BS” moodCode="EVN">
) Ceode code="12" codeSysten="2, 16.840. 1. 113883, 3. 989, 2, 1. 1. 19" codeSystemVersion="1,1" displayName="
congenitalAnomal yBirthDefect” />
<yalue xsiitype="BL" nullFlavor="NI"/>
<]— E.1i.3.2e: Congenital Ancmaly -/ Birth Defect #5 —
{/observation?
{/outhoumdRelationship2?



{outboundRelationship? typeCode="PERT">
<observation classCode="0RS" moodCode="EVN™>
{code code="26" codeSystew="2. 15.840. 1. 113883. 4. 989. 2. 1. 1, 18" codeSystenVersion="1.1" displayName="
otherifedi callyImportantGondition” />
{value xsi!type="BL” value="true”/>
<J— E.1.3.2F Other Medicaily Imporiant Condition #5 —>
{/observation>
{/outboundRelationshipZ>
{outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="E¥N">
deode code="27" codeSystem="2. 18. 840, 1. 113883. 3. 989, 2, 1. 1. 18" codeSystemVersion="1.1" displayName="
outcome” />
{value xsi!type="CE” code="E. i.7" codeSystem="2. 18, 840.1.113883.3.989.2. 1,1, 11" codeSystemVersion="2.
075>
¢J== LE.1.7: Duteome of Reaction / Bvent at the Time of Last Observation #5 —>
{/observation>
</outboundRelationship2>
{euthaundRelationship2 typeCode="PERT">
<chservation classCode="0BS” moodCode="EVN")
{eode code="24" codeSystem="2. 16. 840. 1. 113883. 3, 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
medicalConfirmationByHeal thProfessional”/>
<{value xsi!type="BL" value="true”/>
<|— E.i.8: Medical Confirmation by Healthcare Professional #5 —>
{/observation>
</outhoundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation c¢lassCode="0BS” moodCode="EVN">
<eode code="11" codeSystew="2, 16.840. 1. 113883. 3. 986, 5.1. 3. 2. 1. 10" codeSystemVersion="1.0" displavName=

“SRH - BT/
<value xsi:type="CE" code="J2, 14,i" codeSystem="2, 16,840, 1. 113883. 3. 889, 5, 1. 3. 2. 1. 8"
codeSystemVersion="1,1"/>
<l @EBT2. 14,7 skhp - BESR M5 —
{/observation?
</outhoundRelationship2>
{/observation>
</subjectOfd>
{subject0f2 typeCode="SBI">
{observation classCode="0BS” moodCode="EVN">
<id root="1£927283-10b6—4334-9d43-e926640£b18L” />
{eode code="29" codeSystem="2, 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="resction”/>

<effectiveTime xsi:type="IVL_TS">
<high value="200001017/>
{I— E.i.4: Date of Start of Reaction / Evant H#6 —>
{/effectiveTime>
<value xsiitype="CE” code="E. i, 2. Ib” codeSysten="2, 16, 840. 1. 113883. 6. 163" codeSystemVersion="E. i.2. 1a”>
{}— E.i.2.1a’ MedDRA Version for Reaction / Event #6 —>
{I— E.i.2, 1b: Reaction / Event {MedDRA code) #6 —>
{originaiText language="E.i. L 1b"PE.1.1.1a¢/originalText>
<I-- E.i.1.1a! Reaction / Event ms Reported by the Primary Source in Native Language #6 —>
<!— E.i.1,1b: Reaction / Event as Reported by the Primary Source Language #6 —>
{fvalued
(location typeCode="L0C">
{locatedEntity classCode="LOCE">
{locatedPlace classCode="COUNTRY” determinerCode="TINSTANCE">
{code code="F, i, 9" codeSystem="1.0.3186. 1.2, 37/>
<{}— E.i.9! Tdentification of the Country Where the Reaction / Event Oceurred #6 —>
¢/locatedPlace)
</locatedEntity>
</location>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EYN">
{code code="30" codeSystem="2, 16, 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
reactionForTranslation”/>
<value xsiitype="TD">E. 1. 1.2¢/value>
<!-- E.1.1.2: Reaction / Event as Reported by the Primary Source for Translation #6 —>
<{/observation>
{/outboundRelationship2>
<{outhoundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<eode code="37" codeSystem="2. 16. 840. 1, 113883. 3. 988. 2. 1. 1. 167 codeSystemVersion="1. 1" displaylame="
termiighlightedRyRenorter” />
<value xsi'type="CE" code="E.i.3.1" codeSystem="2, 16. 840, L. 113883. 3. 982. 2. 1. 1. 10" codeSystenVersion="

2.07/>
{!— E.i.3.1:Term Highlighted by the Reporter #f —>
{/observationd
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation ¢lassCode="OBS” mondCode="EVN">
<code code="34" codeSystem="2. 16.840.1, 113883, 2. 989. 2. 1. 1. 19” codeSystenVersion="1.1" displavName="
resultsInDeath”/>

<value xsi:type="BL” value="true”/>
{l== E i.3.2a Results in Death #6 —>
</observation?
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{/eutboundRelationship2>
<outhemdRelationship? typaCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="21" codeSystem="2. 16.840, 1, 113883, 3,689, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi'type="BL" nullFlaver="NI"/;
<1-— B 4.3, 2b: Life Threatening # —>
</ohservation>
{/outboundRelationship2> !
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 19" ecodeSystemVersion="1.1" displayName="
requiresInpatientHospitalization®/>
: <value xsi'type="BL" value="true"/>
<l— ¥, 1,4, %: Caused / Prolonged Hospitalisation #E ~>
</ohservation>
</outhoundRelationship2)
{outhoundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVH">
. <code code="35" codeSystem="2. 14, 840. 1. 113883.3.989, 2. 1. 1. 19" ecodeSystemVersion="1. 1" displayName="
resultslnPersistentOrSignificantDisability”/> :
<value xsitype="BL” nullFlavor="NI"/>
<}— E.§.3.2d: Disabling / Incapacitating #6 —>
{/ohsarvation>
</outhoundRelationship?y
{outhoundRelationshipZ typeCode="PERT">
{abservation classCode="0BS” moodCode="EVN">
) {code code="12" codeSystew="%. 18, 840, I, 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="
congenitalAnomalyRirthDefeat” />
<value xsiitype="BL" nullFlavor="NI"/>
<I— E.1.3.2¢! Congenital Anomaly / Birth Defect #6 ——
{/chservation>
</outheundRelationship2y
<outhoundRalationship? typeCode="PERT">
<observatien classCode="0BS” moodCode="EVN">
{code code="26" codeSysten="2.16. 840. 1. 113883. 3. 989, 2, 1, 1. 19" codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition” />
{value.xsi'type="BL" value="true”/>
<I-— E.1.3.2f: Other Medically Important Condition #6 —>
{/observationy
</outboundRelationship2y
<authoundRelationship? typeCode="FERT">
{observation classCode="0B5" mondCode="EVN">
<eode code="27" codeSystem="2, 16. 840. 1. 113883. 3. 989, 2, 1, 1, 19" codeSystenVersion="1 1” displayName="
outeome” />
<value xsi!type="CE” code="E.i.7” codeSystem="2, 18, 840, 1. 113883. 3. 986. 2. 1. L. 11" codaSystemfersion="2.
o/
<]— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
{/observation®
</outboundRelationship2y
<outhoundRelationship? typeCode="PERT*>
{chservation classCode="0BS" moadCade="FYN"> :
<eode code="24" codeSystem="2. 16. 840. 1. 113883. 3. 988, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
medicalConfirmationByHeal thProfessional”/>
<value xsi:type="BL” valve="true”/> .
{!— E.i,8: Medical Confirmation by Healthcare Professional #6 —
\ ¢/observation>
</outboundRelationship2>
{autboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN")
{eode code="11" codeSyster—"2, 16, 840, 1. 113883. 3, 986.5.1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName=
"SeA - B>
<value xsi:type="CE” code="J2 14.1" codeSystem="2.16.840.1. 113883, 3,989, 5. 1, 2.2.1. 8"
cadeSystemVersion="1, 17/>
A @edT2 141 A - BLA 48 —>
</observation>
< /outhoundRelationship2>
¢/observation>
{/subject0f2>
{subjectlf2 typaCode="SR]">
<ohservation classCode="0B3" moodCode="EYN">
¢id roct="e0342969-38be-423f-b6bb—celibe279dRe” />
Ceode code="28" codeSystem="2, 16.840. 1. 113883. 3. 989. 2. 1. 1. 197 codeSystenVersion="1.1" displayMame="reaction”/>

{effectiveTime xsi!type="IVL_TS™>
{width value="24" unit="E.i.6b"/>
{!— E.i.6a: Duration of Reaction / Event (number) #7 —>
¢l-- E,i,6b: Duraticn of Reaetion / Event (unit) #7 -->
feffectivalime> -
<value xsi!type="CE" code="E.i.2.1b" codeSystem="2, 16, 840. 1. 113883. 4, 163" codeSystenVersion="E.1i. 2. 1a”>
{I— B. 1,2 lai MedDRA Version for Reaction / Event #7 —>
¢}— E.i.2. 1b: Reaction / Event (MedBRA code) H#7 —>
{originalText language="E.i.1.1b">E i. 1. lal/originalText>
{!— B.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language #7 —>
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reactionFarTranslation”/>

termHighlightedRyReporter” />

2.0/

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

Z}— F,1.1.1b: Reaction / Event as Reported by the Primary Source Language #7 —>
</valued
<loeation typeCode="10C">
<locatedEntity c¢lassCode="LOCE"> .
<locatadPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="E. 1i.8" codeSystem="1.0.3166.1.2.2"/>
¢l=~ E,1,9! Identification of the Country Where the Reaction / Event Occurred #7 —>
</locatedPlace>
</lacatedEntity>
¢{/location>
{outboundRelationship2 typeCode="PERT">
{chservation classCode="0BS" moodCode="EVN">
<eode code="30" codeSystem="2.16. 840, 1. 113883, 3. 985, 2. 1. 1, 19" codeSystemVersion="1.1" displayName="

<yalue xsi'type="ED”PE.i.1.2¢/value>
¢<l— E. i.1.87 Reactien / Event as Reported by the Primary Souree for Translation #7 —>
</observation>
{/outboundRelationship2>»
<outboundRelationshin? typeCode="FERT">
{observation classCode="0BS” moodCode="E¥N">
Ceode code="37" codeSystem="2. 16,840, 1, 113883. 3. 989, 2, 1. 1. 18” codeSystemVersion="1.}" displayName="

¢yalue xsiitype="CE” code="F.i.3.1" codeSystem="2.16.840. 1. 113882, 3,989, 2, 1, 1, 10" codeSystemVersion="

¢]— E.1i.3.1:Term Highlighted by the Reporter #7 —>
</chservationy
{fouthoundRelationship2>
<outhoundRelationship? typeCode="PERT™»
{observation classCode="0BS" moodCode="EVN">
{code code="34" codeSysten="2. 16, §40. 1, 113883, 3, 689. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi!type="BL" value="true”/>
<I-- B, 1,9, 2a7 Results in Death #7 —>
</ohservation>
</outhoundRelationship2>
<owtboundRelationship? typeCode="PERT">
{observation elassCode="0BS” moodCode="EVN">
(code code="21" codeSystem="2, 16, B40. 1. 133883, 3,980, 2. 1. 1. 19” codeSystenVersion="1,1" displayName="

<value xsiitype="BL” nullFlavor="NI"/>
I-— E.i.3.2b: Life Threatening #7 —>
</observation>
¢/outboundRelationship2>
<outboundRelationshin? typeCode="PERT">
<ohservation classCode="0BS" moodCode="EVN">
{eode code="33" codeSystem="2, 16, 840. 1. 113883, 3,983, 2, 1. 1. 18" codeSystemVersion="1, 1" displayMame="

Cyalue xsittype="DL” value="true”/>
<]— E.i.3.2¢: Caused / Prolonged Hespitalisation #7 —>
</observation>
</outboundRelationship2>
<outhoundRelationship? typeCode="PERT">
<ohservation classCode="UBS" moodCode="EVN">
{code code="35" .codeSystemﬁVZ. 16. 840. 1. 113883. 3. 989, 2, 1, L. 19" codeSystemVersion="1.1" displayName="

resultsTnPersistentOrSignificantDisability”/>

congenitalAncmalyBirthDefect”/>

otherMedical 1yImportantCondition”/>

outcome” />

07/

<value xsi:type="BL” nullFlavar="NI"/>
¢l— E.i.3.24: Disabling / Incapacitating #7 —>
</ohservation?
</outhoundRe]ationshipZ>
{outhoundRelaticnship? typeCode="PERT">
<ohservation classCode="OBS” moodCode="EVN">
{code code="12" codeSystem="2.16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsiitype="BL” mullFlavor="N1"/>
<}— E.1,3.2e: Congenital Anomaly / Birth Defeect #7 —>
{/ohservation>
¢/outboundRelationghin2>
<outboundRelationship? typeCode="PERT">
<ohservation classCode="0BS” moodCode="EWN">
{eode ecode="26" codeSystem="2. 16, 840, 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsiitype="BL" value="true”/>
{l—- F. i.3.2f: Other Medically Important Condition &7 —> t
</observation®
{/outboundRelationship2>
CoutboundRelationship2 typeCode="PERT™>
Cabservation c¢lassCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16, 840, 1. 113883, 3, 886, 2. 1. 1. 19" codeSystenVersion="1, 1" displayName="

¢value xsi:type="CE” code="F.1.7" codeSystem="2.16. 840. 1. 113883, 3. 989. 2. 1.1. 11" codeSystenVersion="2
{— E. 1.7 Qutcome of Reaction / Event at the Time of Last (bservation #7 —>

</ubgervation>
</outboundRelationship2?
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{outboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
(code code="24" codeSysten="2. 16,840, 1. 113883.3.989. 2, 1. 1. 19" codeSystenVersion="1. 1" displayNane="
medicalConfirmationByHealthProfessional”/> ’
Cvalue xsiitype="BL® value="true”/>
{!— E.i.8: Medical Confirmation by Healthcare Professional #7 -
{/chservation>
{/outhoundRelatieonship2>
<outhoundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystew="2. 16 840, 1. 113883. 3. 989, 5. 1. 3. 2. 1. 10" codeSystemyersion="1.0" displayName=
"S- BERTS
<value xsi'type="CE" code="J2.14.1" codeSystem="2.16. 840, 1,113883. 3, 989.5.1.2.2.1. 8"
codeSystemVersion="1.1"/>
<1— 88eT2.14. 1 KM - B #7 —
{/ohservation>
</outboundRelationship2>
{/observation>
</subjectOf2>
<subjectOf2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
{id root="al5be092-8070-426d-af04-6863263443e0" />
<eode code="29" codeSystem="2. 16. 840. 1. 113883. 3. 988. 2. 1. 1. 19" codeSystenVersion="1,1" displayame="reaction”/>

{effectivelime xsi'type="SXPR_TS">
{comp xsi:type="IVL_T8">
<low value="20090101"/>
{l-~ F.i.4! Date of Start of Reaction / Event #8 —>
<width value="24" unit="E. i.&b"/> ’
(!~ E.i.6a! Duration of Reaction / Bvent {mumber) #8 —>
<]— E.i.6b: Duraticn of Reaction / Event {unit) #8 ~->
© <feomp?
<ecomp x5iitype="TVL_TS” oparatar="A">
<high value="20101201"/>
<!— E.i.B: Date of End of Reaction / Event #8 —>
</ comp>
{/effectivelime> .
<value xsi:type="CE” code="E, i.2.1h" codeSystem="2. 16, 840, 1. 1138R3. 6. 163" codeSystemVersion="E. 1. 2. 1a”>
<]— E.i.2. 1a: MedDRA Yersion for Reaction / Evant #§ —>
{I— E.i.2.1b! Reaction / Event (NedDRA code) #8 ——>
CoriginalText language="F.i.l. 1b">E.i. L. la</originalText>
{l— E.i.1.la: Reacticn / Event as Reported by the Primary Source in Native Language #8 -
{I-- E.i.1.1b: Reaction / Event as Reported by the Primary Source Language H8 —>
</valuey
{location typeCode="LOC">
{locatedBntity elassCode="LOCE">
<laocatedPlace classCodes’CORNTRY” determinerCode="TNSTANCE"> -
<code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>
<{]-= E.i.97 Tdentification of the Country Where the Reaction / Event Occurred #8 -—>
¢/locatedPlace>
{/locatedEntity>
{flocation>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0OBS" moodCode="EVN">
(code code="30" codeSystem="2, 16.840. 1. 113883, 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="
reactionPForTranslation’ />
{value xsi:type="ED"JE. i.1.2¢/value>
) ¢}— E.i.1,2: Reaction / Event as Reported by the Primary Source for Translation #8 —»
</abservation?
</outboundRelationship2y
<outhoundRelationskip? typeCode="PERT">
{observation classCode="0BS" mocdCode="EVN"> )
{code code="37" codeSystem="2.16.840. 1. 113882, 2,080, 2. 1, 1, 19" codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
{value xsi:type="CE” code="E.1i,3.1" codeSystem="2, 16. 840. 1. 113883,3.989.2. 1, 1, 16" codeSystenVersion="
2,07/
<= F, i, 3, 1:Term Highlighted by the Reporter #8 —3
</observation?
</outhoundRelationshin2>
{outboundRelationship? typeCode="FERT">
{observation classCode="0BS” moodCode="EVN">
Ceode code="34" codeSysten="2.16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="
resultslnDeath”/>
<value xsi!type="BL" value="true”/>
¢l-= E.i.3,2a7 Results in Death #8 —>
</observation>
</outboundRelationship2>
<wuthoundRelationship2 typeCode="FERT")
<observation classCode="0BS" moodCode="EVN">»
<eode code="21" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
islifeThreatening”/>
<value xsi:type="BL” nullFlavor="NT"/>
<l— E.1,3.2b! Life Threatening #8 —
{/ohservation>
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{/outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> .
(code tode="33" codeSystem="2. 16, 840, 1, 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
Cyalue xsi:type="BL” value="true”/>
{l~~ B.1.3.2¢: Caused / Prolonged Hespitalisation #8 —>
{/observation?
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
Cobservation ¢lassCode="0BS" moodCode="EVN">
{eode code="35" codeSystem="2. 16,840, 1. 113883, 3, 689, 2,1, 1, 18" codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi!type="BL" nullFlavor="N1"/>
¢{}— E.3i.3.2d: Disabling / Incapacitating #8 -->
{/observation>
</autboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{ohservation classCode="D8S" moodCode="EVN">
{code code="12" codaSystem="2.16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
congenital AnomalyBirthDefect” />
<value xsi:type="BL” nullFlaver="NI"/>
<I-— E.i.4.2%: Congenital Anomaly / Birth Defect #8 —>
</observation?
</outboundRelationship2>
CoutboundRelationship? typeCode="PERT>
{observation classCode="0BS" moodCode="EVN">
Ceode code="26" codeSystem="2.16. 840. 1. 113883, 3, 980, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
atherMedieallyImportantCondition”/>
’ <yalue-xsiitype="BL” value="true"/>
<|— E.1.3.2ft Other Medically Important Condition H#8 —>
{fobservation?
</outboundRelationship2?
<outhoundRelationship? typeCode="PERT">
{ohservation classCode="0BS” moodCode="EVN">
{eode code="27" codeSystem="2, 14, 840, 1, 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="
outcome” /> ' .
¢yalue xsiitype="CE” code="E.i.7" codeSysten="2.16, 840, 1, 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
[
{l— E.i.7: Outcome. of Reaction / Event at the Time of Last Observation #8 >
{/observation
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{ohservation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2, 16.840. 1. 113883, 3. 988, 2. 1. 1. 19” codeSystemVersion="1,1" displayName="
medicalConfirmationByleal thProfessional”/> '
<value xsi:type="BL® value="trus”/>
¢l— E. 1. 8! Medical Confirmation by Healthcare Professional #8 -—>
</observation>
</outboundRelationship2>
<outhoundRelationship? typeCode="PERT”>
{ohservation classCode="0BS" moodCode="EVN">
¢eade code="117 codeSystem="2. 16. 840. 1. 113883, 3,989, 5. 1, 3, 2, 1. 10”7 codeSystemVersion="1. 0" displayNams=
S L 5
¢value xsiitype="CE” code="]2.14.i” codeSystem="2.16.840. 1. 113883, 3,989.5.1.3,2,1,8”
codeSystemVersion="1,1"/>
<l @0RT2. 141 A - BhA A8 —
</ohservation>
</outboundRelationship2>
</observation>
</subjeet0f2>
¢subjectOf? typeCode="SBI">
{organizer classCode="CATEGORY” moodCode="EVN">
{code code="3" codeSystem="2. 16, 840, 1, 113883, 3, 989. 2. 1. 1. 20" codeSystenVersion="1.0" displayName="
testsAndProceduresRelevantToThelnvestigation”/>
{component. typaCode="COMP™>
{ohservation classCode="0BS” moodCode="EVN">
¢code code="F.1. 2. 28" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystenmVersien="F.r.2.2a">
{!— F.r.2. 2a: MedDRA Version for Test Name H1 —>
¢J— F.r.2,2b: Test Name (MedDRA code) #1 —>
LoriginalTextdF, r. 2. 1</original Textd
{]— F.r.2.1: Test Name (free text) #1 —>
{/coder
{effectiveTime value="20090101"/>
¢!— F.r.1: Test Date #1 —>
<value xsiitype="IVL _PR“>
<center value="10" unit="mg/dl"/>
{{— F.r. 2.2 Test Result (value / qualifier) #1 —>
<!-— F.r, 3.3 Test Result (unit) ®1 —>
</fvalue? :
{interpretationCode code="F.r. 3.1 codeSysten="2, 16. 840. 1. 113883, 3. 989, 2. 1. 1. 12" codeSystemVersion="2,
[ :
¢|=- F.1.3.1 Test Result (code) #1 —>
{referenccRange typeCode="REFV™>
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<observationRange classCode="0BS" moodCade="EVN, CRT">
<value xsiitype="PQ” value="40" unit="mg/dl"/>
<= F.r.4: Normal Low Value K1 —>
{interpretationCods code="L" codeSystem="2, 16, 840. 1. 113883, &. 83"/>
</cbservationRange>
</referenceRange>
<referenceRange typeCode="REFV">
¢obiservationRange elassCode="0BS” moodCode="EVN. CRT">
¢yalue xsiitype="PQ" value="110" unit="mg/d1"/>
{I— B, r.5: Norpal High Value $1—>
{interpretationCode code="H" codeSystem="2.16. 840, 1. 113883. 5, 83" />
{/observationRange> .
</referenceRange>
<outboundRelationship2 typeCode="PERT">
{observation classCide="0BS" moodCode="EVN">
{code code="10" codeSystem="2. 16, 840, 1. 113883, 3. 980, 2. 1. 1. 19" codeSystenVersion="1, 1"

displayName="comment” />
<value xsiitype="ED"DF. r, 6{/value>
<l—— F.r.6: Comments (free text) #1 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship? tvpeCode="REFR™> ’
{obsarvation classCode="DBS” moodCode="EVN">
<code code="25" codeSysten="2, 16. #40, 1, 113883, 3, 986, 2, 1, 1, 18" codeSystenVersion="1, 1"
displayName="moreInformationivailable”/>
{value xsi:type="BL" value="true"/>
(—F.z. 7! More Information Availahle §1 —>
</ohservation®
</outboundRelationship2>
</ohservation> ’
</component>
{component typeCode="COMP">
<chservation ciassCode="0BS" moodCode="EVN"> .
{code code="F.r. 2. 2b" codeSystem="2.18, 840, 1, 113883. 8. 163" codeSystemVersion="F.r. 2. 2a">
<]— F.r, 2. 2a: MedDRA Version for Test Name #2 —>
== T.r.2.2b! Test Name (MedDRA code) #2 —->
<originalTexit>F. r. 2. 1<{/originalText>
<}— F.r.2.1: Test Name (free text) #2 —>
{feonder
CeffactiveTine value="20090101"/>
== F.r.1: Test Date #2 —>
¢value isi:type="IVL_PQ™>
(low nullFlavor="NINF"/»
<high value="10" unit="mg/d1” inclusive="false”/>
{/value> '
{I— PF.r.3.2: Test Result (value / gualifier) #2 —
{}— F.r.3.3! Test Result (unit) #2 —>
== 1T 10 mg/dl #2 —>
{/obhservation>
</component>
<{eompenent typeCode="COMP"> .
{ohservation ¢lassCode="0BS” moodCode="EYN">
{code code="F. 1.2, 2b" codeSystem="2. 16, 840, 1. 113883, 6. 163" codeSystemVersion="F. 1, 2. 2a™>
{l— F.r.2.2a: MedDRA Version for Test Name #3 —> '
<!— F.r.2.%b: Test Name (MedDRA code) #3 ——>
<originalText?F. r. 2. 1</original Text>
¢l B, 1.2 1: Test Name (free text) #3 —>
¢/eoded
{effectiveTime value="20090101"/>
{l— F.r.1! Test Date #3 —
<value xsitype="IVL_PQ">
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1” inelusive="true”/>
</value>
== F.r. 3.2 Test Result (value / qualifier) #3 -->
¢}{— F.r.3.3: Test Result (unit) #3 —>
4— LE 10 mg/dl #3——> -
</observation>
{/tomponent>
{compenent typeCode="COMP™>
{cbservation ¢lassCode="0BS" moodCode="EYN">
éeode code="F.r. 2. 2b" codeSystem="2, 16. 840. 1, 113883, &. 163" codeSystenVersion="F. r. 2, 2a™>
== F.r.2.2a: MedDRA Version for Test Name #4 ~>
{l=- F.r. 2.2b: Test Name (MedDRA code) #4 —>
{originalText>F. r. 2. 1{/originalText>
{1— F.r,2.1: Test Name (free text) #4 —>
{/code>
{effectiveTime value="20090101"/>
I F. v, 1! Test Date #4 —>
{value xsi:type="I¥L_PQ">
low value="10" unit="mg/d1” inclusive="false”/>
<high nullFlavor="PINF’/> '
</value>
{!— F.r.3.2: Test Result f{value / qualifier) #4 —>
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{l— ¥ r, 3,3 Test Result {unit) #4 —>
<|— 6T 10 mg/dl #4 —>
{/observation>
</component>
<camponent typeCode="COMP">
{observation elassCode="CBS” moodCode="EVN">
(code code="F.r.32.2b" codeSystem="2. 16, 840, 1, 113883, 6, 183" codeSystenVersion="F.,r. 2. 2a”>
{l— B.r.2.2a' MedDRA Version for Test Name #5 -->
{—F,r, 2, 2bi Test Name {(MzdDRA code} #5 ——>
CoriginalText>F. r. 2. 1</originalText>
{J—F.r 2.1 Test Name (free text) #5 —>
feoded
<effectiveTime value="20000101"/>
<I— F.r.1: Test Date #5 —
<value ¥si:type="TVL PQ">
<{low value="10" unit="mg/dl” inclusive="true”/>
<high nullFlaver="PINF"/>
fyalued
¢l=~ F.r.3.2: Test Result (value / qualifier) #5 —>
{!— F.r.3. 3! Test Result (unit) #5 ——>
<— GE 18 me/dl #5 —
</fubservation?
</component>
{companent typeCode="COMP">
{observation classCode="DBS” moodCode="EYN">
<code code="F.r. 2. 2b" codeSysten="2. 16 840. 1, 113883, &, 183" cadeSystemVarsion="F. r. 2, 2a”>
{I— F.r.2.2a: MedDRA Version for Test Name HE —>
<I-— F.r.2,2b; Test Name (MedDRA code) #6 ——
{originalText>F. 2 1</ariginalText>
- F,r.2,1: Test Name (free text) #6 —>
{fcode>
<affectiveTime value="20000101"/>
<I-- F.r.1: Test Date #6 —>
{value xsi!type="ED”>F.r.3.4</value>
<I— F,r.3,4! Result Uostrustured Data {free text) #6 —>
</abservation>
</cemponent>
{forganizer>
</subject0f2>
<{subject0f2 typeCode="SBI">
<organizer classCode="CATEGORY” moodCode="EYN">
{cade 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) #1 —>
{component typeCode="COMP">
{substanceAdministration classCode="SBADN" moodCode="EVN">
{id rootz="3c91b4d5-e038-4a7a-9c30-67671h0efded” />
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{code code="G. k. 2. 1. 1b" codeSystem="TBD-MPID” codeSystemVersion="G.k. 2. 1. ta"/>
J=- G, k.2,1. 12 WPTD Version Date / Mumber #1 —>
=~ Gk 2, 1.1b! Medicinal Product ldentifier (MPID) #1 —>
<name . k. 2. 2¢/name>
I— 6.%. 2. 2! Medicinal Product Name as Reported by the Primary Source #1 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SB]">
{approval classCode="CNTRCT” moodCade="EVN">
{id extension="G.k. 3.1" root="2. 16.840. 1. 113883. 3,989. 2, 1. 3, 4" />
<J— 6.k 3.1 huthorisation / Applicetion Number #1 —>
<holder typeCode="HLD">
<role classCode="HLD">
{playingOrganization classCode="ORG" determinerCode="INSTANCE”>
<namerG. I 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. (. 3166. L.2.2"/>
<|— 6.k 3.2: Country of Authorisation / Application B —
{/territory>
{fterritorialiuthority
</author>
{pertinentInformation typeCode="FERT">
{policy classCode="POLICY" moodCode="E¥N">
<code code="J2.5. k" codeSystem="2. 16. 848, 1, 113883,3,089,5,1,3.2. 1. 4"
codeSystenVersion="1.17/>
d—eear2 sk —RABEESO) AFELSE #L —
{fpoliey>
</pertinentInformation>
{/approval>
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</subjectOf>
{subjoctOf typeCode="SBI">
tcharacteristic classCode="0BS" moodCode="EYN">
Ceode code="1" codeSystem="2, 16, 840, I, 113883, 3. 989, 5,1, 3, 2. 1. 10"
codeSystemVersien="1,0" displayName="ZIEZ AEDRIRZ S/ ,
<value xsittype="CE” code="J2, 4, k” codeSystem="2, 16, 840, 1. 113883. 3. 989, F. 1, 2. :
2.1.8" codefiystenVersion="1. 17"/

— peate. 4.k HEFLEORRE LS #1 —>
</characteristic>
{/subject0f>
</asMenufacturedProduct
{asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
{code
CoriginalText>]2. 12¢/original Taxt>
<d— esJz 12 BBHRLET —
{feodad
</generalizeddaterialKind>
{/asSpecializedKind>
{ingredient classCode="ACTI">
{quantity> .
{numerator value="10" unit="G.k 2.3, r 30"/>
{I— 6.k 2.3.r.3a: Strength (number) #1-1 —>
<I— 6.k 2.3.r.3b: Strength (anjt} #1-1 —>
{denominator valune="1%/> '

fquantity?
<ingredientSubistance classCode="MMAT" determinerCode="KIND">
{code code="G.k. 2. 3.1, 2" codeSystem="TBD-Substance” codeSystemVersion="G.k 2.3.r.
2a”/>
{I= 6.k 2.3.r.2a; Substance / Specified Substanee TermID Version Date / Number
#1-1 > _
{!— 6.k.2.3.1,2b: Substance , Specified Substance TexrmiD #i-1 —>
amedG, k. 2. 3. 1, 1</ name )
{I— 6.k.2.3,1. 1! Substance / Specified Substance Name #1-1 —>
</ingredientSubstance>
</ingredient>
{ingredient classCode="ACTI">
{quantity>
{numerator value="10" unit="G.k 2. 3,r.3b"/>
{I— 6.k.2.3.x. 327 Strength (number) #1-2 —
d— Gk 2.8.r.3b: Strength (omit) 12 —>
{denominator value="1"/>
</quantity>
CingredientSubstance classCode="MMAT" determinerCode="KIND">
<code code="G, k. 2, 3.r. 2b” codeSystem="TBD-Substance” codeSystemVersion="G.k. 2, 3. r.
28"/
<I— 6.k 2,3.1.2a} Substance / Specified Substance TermID Version Date / Number
#1-2 —>

<= 6. k.2.3.x.2b: Substance / Specified Substance TermID #1-2 —>
<name>G, k. 2, 8, v, 1{/name>
I~ 6.k 2.3.r. 17 Substance / Specified Substance Name #1-2 —
</ingredientSubstance>
</ingredient>
</kind0fProduct?
<subjectOf typeCode="SBI”>
{praductBvent clagsCode="ACT” moodCode="EVN"> :
_ {code code="1" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 18" codeSystemVersion="1, §”
displayName="retailSupply”/>
<performer typeCode="PRF">
<assignedintity classCode="ASSIGNEL">
representedOrganization classCode="0RG" determinerCode=" INSTANCE™S
<addr>
<eountryG. k. 2. 4</comntry>
<I—— Gl 2, 4: Tdentification of the Country Where the Drug Was

Obtained #1 —>
' {/addry
{/represented(rganization>
{/assignedEntityy
</performer>
{/productEvent>
</subject0Of>
<subjectOf typeCode="SB]">
{observationfvent classCode="0BS” moodCede="EVN">
{code code="2" codeSystem="2.16, 840. 1. 113883, 3..080. 5. 1. 3. 2. 1, 10" codeSystenVersion="1.
0" displayName="—fEMEH T O ANFERE"/> i .
<value xsiitype="CE” code=")2. 6, k" codeSysten="2. 16. 840, 1, 113883, 3. 989, 5, 1.2, 2, 1. 57
codeSystemVersion="1.1"/>
<I— @eeJ2.6.k: —BAREROAZRE #1 —
{/observationBvent)
</sub jectOf>
</instanceOfKind>
{/consumable>
<outbhoundRelationshinl typeCode="8AS">
{pauseQuantity value="10" unit="G.k 4. i.3. 1b"/>
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Event (pumber) Drug #1, Reaction #il —>

Event {unit) Drug #1, Reaction #1 —

Drug #1, Reaction #1 —>

Drug #1, Reaction Hl —>

Event {number) Drug #1, Reaction #2 —>

Event {unit) Drug #1, Reaction #2 —>

Drug #1, Reaction #2 ——>

Drug #1, Reaction #2 —>

Event (number) Drug #1, Reaction #3 —3>

Event (unit) Drug #1, Reaction #3 ——>

Drug #1, Reaction #3 -—>

Drug #1, Reaction #3 —>

Bvent {number) Drug #1, Reaction ¥4 -—>

Event (unit) Drug #1, Reaction #4 —>

Drug #1, Reaction #4 —>

Drug #1, Reaction #4 —>

Event (oumber) Drug #1, Reaction #6 —>

Fvent (unit) Drug #1, Reaction #5 —>

<]— 6.1.8.1.3.1a! Time Interval batwesn Beginning of Drug
{1— G.k.9.1.3.1b! Time Intervdl between Beginning of Drug
(actReference classCode="0BS" maodCode="EVN">

did root="154¢bBRY-058L-45F2-a02f-4244d6F 465 TE" />
{/actReference>

¢/outhoundRelationshipl>
¢outboundRelationshipi typeCode="SAE™>

{pauseQuantity value="10" unit="6.k.9.i.3. 20"/
{J— 6.k 9.1.3. 2a! Time Tnterval between Last Dose of Drug

— G,k 9.4, 3. 2b: Time Interval between Last Dosa of Drug
<actReference classCode="0BS” moodCode="EVN">

id root="154cb889-958b~4512—a02f~42d4d6F46571" />
{/actReference?

</outhoundRelationshipl?
CoutboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k. 9.1.3,1b"/>
¢!— (.%.9, 1.3 la: Time Interval between Beginning of Drug

¢{!— 6.k 9.i.3, 1b: Time Interval between Beginning of Prug
CactRefevence classCode="0BS” moodCode="EVN">

(id root="2baa28d6-cle8-4eBe-93e9-5h8E03142207 />
{/actReferance?

</outboundRelationshipl>
CoutboundRelationshipl typeCode="SAE™>

¢pauseQuantity value="10" unit="G. k. 9.1.3.20"/>
¢l-— G,k 0.i.3.2a: Time Tnterval betwesn Last Dose of Drug

<t— 6.k, 9,1,3.2b: Time Interval between Last Dose of Drug
{actReference classCode="0BS” moodCade="EVN">

¢id root="2baa28ds—cYe8—4ehc—83e9-5b860b314220" />
{factRaference’

</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAS">

¢peuseQuantity value="10" mit="G.k. % 1.3 1b"/>
{]— 6. % 9.4.3, 1a! Time Interval between Deginning of Drug

¢]— 6.k.8.i.3.1b: Time Interval between Beginning of Drug
CactReference classCode="0BS” moodCode="EVN">

{id root="3a8626cb-9fIb-deal-Ba0f-e0ff34430adf" />
{/actReference>

{/outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE">

¢pausefuantity value="10" wait="G.k. 9.1.3.2b"/>
{l— 6.1 9.1.3. %! Time Interval between Last Dose of Drug

{|— 6.%. 9.1, 3 ?b: Time Interval between Last Dose of Drug
(avtReference classCode="0BS” moodCode="EVN">

<id root="3a8626eb~G11 b-teaB-BaOf-e0F£34430adf” />
{/actReference>

</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">

(pauseQuantity valoe="10" umnit="6.k. 9.i.3.10"/>
¢l— .k 6.i,3.1a: Time Interval between Beginning of Drug

¢|— G.k 9.1 3. 1b: Time Interval between Beginning of Drug
¢actReference classCode="0BS” maodCode="EVN">

<id roat="2e99840f-08b4—400c-ROFF-dd8415F4£8a5" />
{/actReference>

{/outhoundRelationshipl®
<outboundRelationshipl typeCode="SAE">

¢pausefuantity value="10" uwnit="G.k.9.1.3. 2b* />
¢1— 6.k 9.i.3.2a° Time Interval between Last Dose of Drug

¢l .k 9.i.3.20! Time Interval between Last Dose of Drug
(actReference classCade="0BS" mooadCode="EVN">

<id root="2e09840f-(8b4-499c~B0ff-dd8415F4f8ab" />
</actReference?

{/outboundRelationshipl> :
{outboundRelationshipl typeCode="8AS">

‘pauseQuantity value="10" unit="G.k.9.i.3. 10" />
¢l— G.%.0.i.3. 1a: Time Interval hetween Beginning of Drug

¢l—= G. k. 9.i.3. 1b! Time Tnterval between Beginning of Diug
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Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event {unit}

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event {unit)

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event {number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event {number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Administration and Start of Reaction /



{actReference alassCode="0BS" moodCode="EVN™>
¢1d root="1071084c—cf10-4a3b-83c1-34f8ddbTeabd” />
{/actReference’
</outboundRelatlonshipi?
ZoutboundRelationshipl typelode="SAE">
<pauseQuantity value="10" unit="G.k 8.3.3.2b"/>
¢l— G,k 9.1.3 2a! Time Interval between Last Duse of Drug and Start of Reaction / Event {number)
Drug #1, Reaction $6 — '
== 6. % 9.i.8.2b: Time Interval hetween last Dose of Drug and Start of Reaction / Event {unit)
brug #1, Reaction #5 -->
{actReference classCode="0BS” moodCode="EVN">
<id roat="1071064c—cf10-4a3b~83c1-34f9ddbTeabd” />
{/actReference?
</outhoundRelationshiply
<outbomdRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k 9.i.3. 16"/
¢l— G.1.9.1.3 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (mumber} Drug #1, Reaction #6 —>
- ¢l— §,%, 9, 1,3 10; Time Interval between Beginning of Drug Administration and Start of Reaction /
Event {unit) Drug #i, Reaction #6 ——>
CactReference classCode="0BS” moodCode="EVN™>
<id root="1{$27283-10b6-4334-0d43-e926640fb181" />
{/actReference>
</outhoundRelationshipl>
<outhoundRelationshipl typeCode="SAR"»
{pauseQuantity value="10" unit="G.k 0.1i.3. 2"/
I~ G.k. 9.i.3.2a% Time Interval hetween Last Dose of Drug and Start of Reaction / Event (numbar)
Drug #1, Reaction #6 —> ’
¢]— 6.19.1.3 281 Time Interval between Last Dose of Drug and Start of Reactien / Bvent (umit)
Drug #1, Reaction #6 —>
<actReference classCode="GBS” moodCode="EVN">
<id roct="1£927283-1006-4334-9443-e925640FbIBE" />
{/actReference’
{/ourtboundRelationshipl>
<outboundRelationshipl typaCode="SAS">
<{pauseQuantity value="10" unit="G. k. & i.3.18"/>
<t— Gk 9.1, 3. 1a: Time Interval between Reginning of Drug Administration and Start of Reaction /

Event {number) Drug #i, Reaction #7 —»
<|-- G.k.9.1.3. 1b! Time Interval bhetween Beginning of Drug Administration and Start of Reaction /
Event {unit) Drug #1, Reaction 7 -—>
<actReference classCode="0BS” moodCode="EVN">
<1d root="eld342069-28he—423f hibb-celdbe279d8e” />
{/actReference>
¢/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" wmit="6.k 9.1.3.2"/> .
<J— 6.k 9.1, 3. 2a: Time Interval between Last Dose of Drug and Start of Reaction / Event {number)

Drug #1, Reaction #7 —
¢}— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event f{unit)
Drug #1, Reaction #7 —> ’
{actReference classCode="0BS” moodCode="EVN">
{id root="e0342969-38he—423f-hBbb-celdbe279d8e” />
</nctReference?
</outhoundRelationshipl> !
¢outhoundRelationshipl typeCode="SAS"> 3
<pauscQuantity value="10" unit="G.k 9,1.53, 1b"/> . 1
¢!— 6.1k.9.1,8 la! Time Interval hetween Beginning of Drug Administration and Start of Reaction /
Event (mumber) Drug #1, Reaction #8 —>
— 6,k 9,1,3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction / 3
Event {unit) Drug %1, Reaction #8 —> ’
{actRefersnce olassCode="0RS” moodCode="EVN">
<id root="a15he0d2-B070-426d—aT04-GR6I263443e0" />
¢/actBeference
</outheamdRelationshipl> o
ZoutboundRelationshipl typeCode="SAE™> i
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/> ) )
¢1— 6.k 9.i.3 2a: Time Interval between Last Dose of Drug and Start of Reaction / Fvent {number)
Drug #1, Reaction #8 —>
{l=- G,k 0.i.3,2h: Time Interval hetween Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction 8 —>
{actReference classfode="0BS" moodCode="EVK">
<id root="al5he092-8070-426d-af04-6863263443e0” />
{/actReference>
</outboundRelationshipl>
{outboundRelationship? typeCode="PERT">
{ohservation classCode="0BS" moodCode="EYN">
<coda code="8" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1,1"
displayName="blinded” />
<value xsiitype="BL" value="true"/>
¢!— 6.k 2.5: Investigational Product Blinded ¥1 ——> ;
{/observation> |
{/outboundRelationship2> ‘
<outhoundRelaticnship? tyneCode="COMP"> !
<l— G.4. 4.r: Dosage and Relevant Information (repeat as necessary) #I-1 —> ]
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{gubstanceAdministiration classCode="SEADM” moodCode="E¥YN">
<text>G. k. 4. r. 8</text>
<!— 6.k 4.7. 8 Dosage Text #1-1 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsiitype="FIVL_TS">
{period value="10" mit="G.k. 4.r 3"/
<I-— 6. k. 4. 1.2t Numher of Units in the Interval #1-1 —>
g1~ 6. k. 4.1.3! Definition of the Time Interval Unit #1-} =-—>
</comp>
{comp xsi!typne="IVL_TS” operator="A">
<low value="200901017/>
{}— G.k.4.1. 4! Date and Time of Start of Drug #1-1 —>
¢high value="20090101"/>
{I~- G.k.4.r. 5! Date and Time of Last Administration $1-1 -—>
<{/comp> .
<comp xsiitype="IVL_TS” operator="A">
<width value="4" unit="6.k 4.r.6b"/>
<I— 6.k 4.r, 6a: Duration of Drug Administration (number) #1-1 —>
<l 6. k.4.r. Bb: 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, &, 4, v, 10, 2a™>
<I=- Gk 4.1.10.2a: Route of Administration TermID Version Date / Number #1-1 —
— 6,k 4,7, 10, 2b: Route of Administration TermID #1-1 —>
{originalText>G. k. 4. r. 10- 1</original Text>
<!-— G.k 4.r.10.1: Route of Administration {free text} #1-1 -->
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r, Ib”/>
— Gk 4.1. 12 Dose {mumber} #1-1 —>
= Gk 4.1 1b! Dose (unit) #1-1 -
{consumable typeCode="CSH">
{instanceCfKind classCode="TNST"> '
{productlnstancelnstance classCode="MMAT” determinerCode="IHSTANCE">
{lotNumbexText>G. k. 4. r. 7</LotNumberText>
{I— §. k. 4.r. 7: Batch / Lot Numher #1-1 =
{/productInstancelnstance>
<kind0fProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k 4.1.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G.k, 4,
7.9.2a">
<{I== 6.k, 4.7. % 2a: Pharmaceutical Dose Form TermlD Version Date / Number #1-1
—>
{l== G,k 4.r. 9. 2b: Pharmaceutical Dose Form TermID #1-1 -->
<originalText>G, k. 4, r, 9, 1</originalText>
{I— G.k.4.7. 6. 1: Pharmaceutical Dose Form (free text) #1-1 —>
{fformlode>
<{/kind0fPraduct>
</ingstanceO0fKind>
{/consumahle>
{inboundRelationship typeCode="REFR">
{abservation c¢lassCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113883, 2,989, 2, 1. 1. 19" codeSystemVersior="1.1"
displayName="parentRouteOfAdministration”/>

{value xsiitype="CE” code="G.k. 4, 1.11.2b" codeSystem="2, 16,840, 1, 113883. 3. 986, 2. 1. 1.
14" codeSystemVersion="G. k. 4. r. 11. 2a™>

{I— 6.k 4.7, 11, 2a: Parent Route of Administration TermID Version Date / MNumber
11 >
{l~- & k. 4.1, 11, 2b! Parent Routé of Administration TermID H#i-1 —>
<originalText»G. k. 4. r.11. 1{/original Text>
{J~ 6.k 4,7, 11, 1: Parent Route of Administration (fres text) H#1-1 —>
{/value>
{/observation>
{/inboundRelationship>
<{/substanceAdninistration>
<fouthoundRelationshipa>
<cuthoundRelationship2 typeCode="COMPY>
<!— G.k 4.1 Dosage and Relevant Information (repeat as necessary) #1-2 —>
{substanceAdministration classCode="SBADM" moocdCode="EVN">
<text>G. k. 4. r. B/ text>
<I— Gk 4.r. 8 Dosage Text #1-2 —>
<effectiveTima xsiitype="SXPR_TS">
{comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k 4. r. 3"/
= G.k 4, 1.2 Number of Units in the Interval #i-2 —>
(= Gl 4. 1. 3: Definition of the Time Interval Unit #1-2 -
{fcomp>
<comp xsiitype="IVL T5” operator="A">
<low value="20090101"/>
(I~ G,k 4.r.4: Date and Time of Start of Drug £1-2 —>
<high value="20090101"/>
{I— G.k 4,r. 5 Date and Time of Last Administration #1-2 —>
</comp>
{/effectiveTime>
<routeCode code="G. k. 4,1, 10, 2b" codeSystem="Z. 16, 840.1.113883. 3. 989, 2,1, 1, 14"
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cadeSystenVersion="C. k. 4., 10, 2a”>

.9 2a">

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="6.k. 4.1, 11. 2a">

#1-2 -

codeSystenVersion="6. k. 4. v, 10, 28>

1,9 2"

-->

{1— G,k 4. 1. 10. 2a: Route of Administration TermID Version Date / Number #1-2 —>
{]=~ G.k 4.1.10, 2bi Route of Administration TermID #1-2 —>
{originalText>G. k. 4. r. 10, 1</original Text>
{— 6.k 41,16, 1 Route of Administration (free text) #1-2 —>
</routeCade> '
{doseQuantity value="10" unit="G.k. 4.r. 1b"/>
(I 6.k 4.t. 12 Dose {number) #1-2 —>
{!— G.k. 4. r.1b: Dose (unit) #1~2°—>
{consumable typeCode="CSM">
{instance0fKind classCode="INST">
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7<{/1otNumberText>
=~ G. k. 4.7.7: Bateh / Lot Mumber #i~2 —>
<{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="6. k. 4. 1. 9. 2b" codeSysten="TBUDoseForm” codeSystemVersion="86,k, 4,

¢{I— 6.%. 4.1.9. 2a! Pharmaceutical Dose Form TermID Version Date /- Number #1-2

== G.k.4.1.9.2b’ Pharmaceutical Dose Form TexmID #1-2 —>

<originaiText>6. k. 4, r. 9, 1</original Text>
¢}— G,k 4. 1. 9. 1! Pharmaceutical Dose Form {free iext) #i-2 —
</TarmCode>
{/kind0fProduct>
{/instance0fKind>

{/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="005" moodCode="EYN">
¢Gode code="28" codeSystem="2, 16, 840. 1. 113883, 3.980. 2. 1. 1. 19" codeSystemVersion="1, 1"

{value ¥siitype="CE” code="G.k. 4.r.11.2b" codeSystem="2, 16, 840, 1, 113883. 8. 980.2.1,1.
[
= G.k 4.1, 11. 2a: Parent Route of Administration TermID Yersion Date / Number

!~ G.k.4.r. 11. Zh: Parent Route of Administration TermID #1-2 —>
. CoriginalText>G. k. 4. r. 11. 1<{/original Text>
" ¢{l— 6.k 4.1.11.1: Parent Route of Administration {free text) H1-2 ~->
</valued
{/ocbservation>
</inboundRelationship>
{/substanceAdninistration>
</outhoundRelaticnshin2y
<outboundRelationship2 typeCade="COMP™>
{I— 6.k 4.1: Bosage and Relevant Information (repeat as necessary) #l-3 —>
{suhstanceAdministration classCode="SBADM" moodCode="EVN">
{text>Gl ke 4. 1. B8/ text>
{— G k. 4.1 8 Dosage Text #1-3 —
{effectiveTime xsi:type="SKPR_TS™>
{comp Xsi:type="PIVL_TS">
{pariod vatue="10" unit="G.k 4. r.3"/>
3= G k4.7, 2 Rumber of Units in the Interval #1-3 —>
<I== G.k.4.1.3: Definition of the Time Interval Unit #1-3 --
</ eomp? :
<comp xsiitype="TVL_TS" sperater="A">
{low value="20000101"/>
- ¢l G, k.4 1. 4! Date and Time of Start of Drug #1-3 —>
<width value="4" unit="G,k, 4,1, 6b"/>
(=~ G.k. 4.1, 6a: Duration of Drug Administration {mumber) #1-3 —>
{l-=- G.k.4. 1. 6b: Duration of Drug Administration (unit) #1-3 —
</ comp>
{/effectiveTine>
<routeCode code="G. k. 4.r. 10. 2b” codeSystem="2. 16. 840. 1, 113883, 3. 980. 2. 1. 1. 14"

<!— 6.k 4.x.10. 22! Route of Administration TermID Yersion Date / Number #1-3 —>
<l 8.% 4.7.10. 2b Route of Administration TermID #1-3 —>
<originalText>G. k. 4, r, 10, 1</ original Text>
<l-— 6.k 4.7.10.1: Route of Administration (free text) #1-3 —>
{/routeCode .
<doseQuantity value="10" unit="G.k, 4 r.1b"/>
{I-- G.k 4. 1. 1z Dose (number} #1-3 -->
<|— 6.k 4,r. 1b: Dose (unit) #1-3 —»
<consumable typeCode="CSH">
dinstance0fKind classCode="INST*>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
{lotMumberText>G. k. 4. r. 7</LotNumber Taxt?
{I—6. k417 Batch / Lot Number #1-3 —>
</productInstancelnstanced
kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G,k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

(I~ G.k.4.r. 9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-3
{= G.k 47,9, 2b7 Pharmaceutical Dose Form TerniD #1-8 —3
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di splayName="parentRouteOfAdninistration”/>
14" codeSystemVersion="G, k. 4.r.11.2a”>

#1-3 >

codeSystemVersion="6. k. 4. r. 10. 2a”>

1. 8.2

displayName="parentRouteOfAdministration”/>
147 codeSystemVersion="G. k. 4. 1. 11. 22>

#1-4 —

ZoriginalText?G. k. 4. r. 9. 1</original Text>
<l— 6.k 4,79 1: Pharmaceutical Dose Form {free text) #1-3 -->
</formCode>
</Uind0fProduct?
{/instance0fKind>
</eonsumable>
<inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
‘oode code="28" codeSysten="2. 16. 840, 1, 113883, 3, 989, 2. 1. 1. 19”7 codeSystemVersion="1.1"

<value xsiitype="CE” code="G.lk. 4.r.11.2b" codeSystem="2.16. 840, 1, 113883, 3.988.2.1. L.
<l— G. k. 4,r. 11, 2a! Parent Route of Administration TermID Version Date / Number

{|— G.k 4. r.11.2b: Parent Route of Administration TermID #1-3 —>
{originaiText>G. k. 4. r. 11, 1</oxiginal Text>
¢<1— G.k.4.1.11.1: Parent Route of Administration (free text) #1-3 —>
</valued
</observation?
{/inboundRelationship>
{/substanceAdministration>
</outhoundRelationship2>
<putboundRelationship2 typeCode="COMP">
<I— G.k 4.r: Dosage and Relevant Information (repeat as necessary) H#l1-4 —3>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{textDG. k. 4. r. 8</text?
{I— G. k. 4. 1.8 Dosage Text #1-4 —>
<effectiveTime xsi:type="SXPR_TS">
<eomp xsiltype="PIVL_T3">
<period value="10" unit="G. k. 4.1.3"/>
)= G. k. 4.1.2: Namber of Units in the Interval #1-4 —>
¢1-- 6.k.4.1.3: Definition of the Time Interval Unit #1-4 —
</eomp)
<comp xsittype="IVL._TS" operatar="A">
<width value="4" unit="G.k. 4.r. 6b"/>
<1— G. k. 4.r.6a' Duration of Drug Administration (number) #1-4 —>
¢{]— G. k. 4.+ 6h Duration of Drug Administration (unit) #1-4 -—>
<high value="20090101"/>
¢I— G.k.4.r. 5 Date and Time of last Administration #i-4 —>
<{feomp?
¢feffectivaTime>
(routeCode cade="C.k. 4.1, 10, 2b” codeSystem="2. 16. 840, 1. 1:3883. 3. 989. 2. 1. 1. 14"

(1= G. k. 4. 1. 10 2a! Route of Administration TermiD Version Date / Number #1-4 —>
{i— 6.k 4.1 10,2 Route of Administration TermID #1-4 —>
{ariginalText>G. k. 4. r. 10. 1</criginalText>
¢I— G. k. 4.1.10.1: Route of Administration {free text) #1-4 —
{/routeCoder
CdoseQuantity value="10" unit="G.k 4. 1. Ib"/>
== &. k. 4.7. 12 Dose {(number) #1-4 —>
<t-— 6. k4.1, 1bi Dose (unit) R1-4 -3
{consumable typeCode="CSM">
instanceOflind classCode="TNST™>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
{lotNumher TextDG. k. 4. r. 7</lotNumberText>
<l— G.k.4.r.7: Batch / Lot Number #l1-4 —>
{/productInstancelnstance’
<kind0fProduct classCode="MMAT” determinerCode="XIND">
(formCode code="G, k. 4.1, 9, 2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

¢<|— G. k. 4.r.9 20 Pharmaceutical Dose Form TernID #1-4 —>

CoriginalTextyG. k, 4,1, 9. 1</original Text> .
¢)— G, % 4.1.9.1: Pharmaceuiical Dose Form (free text) #1-4 —>
/TarmCade’
</kind0fProduct>
{/instance0fKind>

¢/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EYN">
{eode code="28" codeSystem="2. 16,340, 1, 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"

¢yalue xsi:type="CE” code="G.k. 4. r.1l.2b” codeSystem="2, 16, 840.1,113883.3.989.2.1. 1.
{!— G, k. 4.1, 11, 2a: Parent Route of Administration TermID Version Date / Number

== G. k. 4.r.11. 2b: Parent Route of Administration TermID #1-4 ——>
originalText>G, k. 4, r, 11. 1</original Text>
<1— G.k. 4.r.11.1: Parent Route of Administration (free text) H1-4 —>
</value’
{/observationy
</inboundRelationship>
</substanceAdministration>
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codeSystemVersion="G. k. 4. r, 10, 2a”>

r.9.2a">

disnlayName="parentRoute0fAdministration”/>
14* codeSystenVersion="G.k.4.x.11.2a">

#1-b —>

</outhoundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢{l— 6.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-5 —>
{substanceAduinistration classCode="SBADM” moodCode="EVN™>
Ctextdh, k. 4, r, 8</text>
<1—- 6.k 4.r.8: Dosage Text #1-5 —
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS">
<low value="20090101"/>
{l— B,k 4. r.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
¢{l-— G, k.4.v.5: Date and Time of Last Administration #1-6 —>
¢/ comp>
Ccomp xsi:type="IVL_TS8" operator="A">
Qpidth value="4" unit="G. k. 4. v. 8b"/>
<1— G.k. 4.r.6a! Duration of Drug Administration (number} #1-5 —>
¢l— G.k 4.1, 6b: Duration of Drug Administration {unit) #1-6 —>
</ conp> .
¢/effectiveTime>
¢routeCode code="G. k. 4,7, 10, 2b” codeSystem="2. 16. 84C. 1. 113883, 3. 989, 2.1, 1. 14"

- 6.k 4.7, 10.2a: Route of Administration TermID Version Date / Number #1-5 —>
<l—— G.k.4.r.10.2b: Route of Administration TermID #i-5 -—>
{originalText>6, k. 4. 1, 10. 1</original Text>
<l=~ G, k,4.1,10. 1: Route of Administration (free text) #1-5 —>
{frouteCode>
{doseQuantity value="10" unit="G.k.4.r. 10"/>
I— G.k 4. 1. 1a Dose {number) #1-5 —>
1— 6. % 4, 1. 1b? Dose (unit) #1-5 —>
Cconsumable typeCode="CSM">
{instancedfKind elassCode="1NST">
<¢productInstancelnstance classCode="MMAT" determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. . 7</lottumberText>
{l-—— 6.k 4.r.7: Batch / Lot Number #1-5 —>
</productInstancelnstance?
{kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k. 4.r.9.2b" codeSys‘tem!”TBD*Dosan}'m” codeSystemVersion="G. k. 4.

(I G, K. 4. 1.9 2h: Pharmaceutical Dose Form TermiD #1-5 --3
{originalText>G. k. 4. r. 9. L<$/originallext>
I G,k 4.r.9. 1! Pharmaceutical Dose Form {free text) #1-5 —>
</formCode>
¢/ ind0fPraduct>
{/instance0fKind>
{/consumable>
¢inboundRelationship typeCode="REFR">
(observation classCode="0BS” moodCode="EVN">
<ende code="28" codeSysten="2, 16, 840. 1. 113883, 3,989, 2, 1,1, 19" codeSystamVersion="1.1"

Cvalue xsiitype="CH" code="G. k. 4. 1. 11, 7h" codeSystem="2. 16. 840. 1. 113683. 3. 988. 2. L. L.
<|— G.k.4.7.11.2a! Parent Route of Administration TexmID Version Date / Number

¢l G,k 4,1, 11. 2p! Parent Rowte of Administration TermID #1-5 —>
{originalText>G. k. 4. r. 11, 1</originalText>
{— 6.k 4. r.11, 1: Parent Route of Administration (free text) #1-§ —
<fvalued
{/observation>
</inboundRelalionship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<]— @G.k 4. r! Dosage and Relevant Information (repeat as necessary) #1-6 —
{substancehdministration classCode="SBADM® moodCode="EVN">
(texi>G. k. 4. r. 8</ text>
{— G.k. 4.7 8 Dosage Text #1-6 —>
Ceffectivelime xsi:type="SXPR_TS">
<comp xsi!type="PIVL.TS">
{period value="10" unit="6.k.4.1.3"/>
{l=- G.k.4.r. 2t Nugber of Units in the Interval #1-6 —>
{1~- G,k 4.r.3; Definition of the Time Interval Unit #1-6 —>
</eompY )
Ccomp xelltype="IVL. TS" eperator="A">
<low value="20090101"/>
{J=- 6.k 4.1.4: Date and Time of Start of Drug #1-6 —>
{width value="4" unit="6.k. 4.r.60"/>
¢!— G.k.4.r.6a: Duration of Drug Administration (number) #1-6 —>
<l-~ 0.k 4.r.6b! Duration of Drug Administration (unit) #1-6 —>
</comp>
{comp ¥siltype="TVL_T3" operator="A">
Chigh value="200901017/>
{1-— G. k. 4.7, 57 Date and Time of Last Administration #1-6 ——>
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codeSystemVersion="G. k. 4. x, 10, 2a*>

1.9, 2a™

-

displayName="parentRouteOfAdninistration”/>
14" codeSystemVersion="G. k. 4,7, 11, 2a™>

#1-6 —>

codeSystenVersion="G. k. 4. r. 10. 2a™>

r.9. 2"

</eomp>
{/efTectiveTime>
{routeCode code="G.k.4.r.10. 2b" codeSysten="2, 16,840, 1. 113883. 3. 889, 2. 1. 1. 14”

U— G.k.4.r.10. 2a° Route of Administration TermID Version Date / Number #1-6 —
{I— G.k.4.r.10. 2b: Route of Administration TermID H#1-6 —>
{originalText>G, k. 4. r. 10, 1</originalText>
= G.k.4.r.10.1: Route of Administration (free text) #1-6 ——>
</routeCode>
{doseQuantity value="10" unit="C. k. 4. r. 1b*/>
{l— G.k.4.r.1a Dose (number) #i-1 —>
{!— 6.k 4.r. 1b! Dose (unit) #1-1 —>
<consumable typeCode="CSM">
<instance0fKind classCode="TNST”>
<productInstancelnstance classCode="MMAT” determinerCode=*INSTANCE">
{lotNumberText>G. k. 4. r. 7¢/lotNumberText>
{I-= G. k. 4.r. 7t Bateh / Lot Number #1-1 —>
{/productInstanceinstance>
<kindOfProduct classCode="MMAT" determinerCodes="KIND™>
{fornCode code="G.k, 4.1, 9. 2b" cadeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<{!— 6.k 4.r.6. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-6

<} 6.k d:7. 9, 2bi Pharmaceutical Dose Form TermID #1-8 —>
{originalText>G. k. 4. r. 9, 1{/originalTaxt>
¢l— G.k 4.1. 9 1 Pharmeceutical Dase Form (free text) B1-6 —>
{/TarmCode>
</kinddfProduct>
</Instance0fKind>
{/consumable>
{inboundRelationship typeCode="REFR">
Cabservation classCede="0BS” moodCode="EVR">
{code code="28" codeSystem="2. 16, 840, 1. 119883. 3. 985.2.1.1, 19" codeSystemVersion="1,1"

<yalue xsi:type="CE” code="G.k. 4.1.11.2b" codeSystenw="2. 16. 840.1. 113883, 3. 989.2. 1. 1,
{I— G.k. 4.1.11.2a® Parent Route of Administration TermID Version Date / Number

{I-— G.k. 4.1r. 11, 2b: Parent Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r. 11. 1</original Text>
<I— 6.k 41.11. 1! Parent Route of Administration (free text) H#1-6 —>
{/valne>
{/observation>
{/intoundRelationship>
</substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP”>
{I== G. % 4.r! Dosage and Relevant Information (repeat as necessary) H1-7 —>
<sithstanceAdministration classCode="SBADK" moodCode="EVN">
{text>G. k. 4. r. 8/ text>
== 6.k 4. 1.8 Dosage Text #1-7 —>
<effectiveTime xsi:type="SXPR_TS">
Ceomp 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"/>
<1~ 6.k.4.r.6a Duration of Drug Administration (number) #1-7 —>
¢l== 6.k 4.1. 6b: Duration of Drug Adninistration (unit) #1-7 —>
</comp>
{comp x5iitype="IVL_TS" operator="A">
<high value="20080101"/>
I— G.k.4.1.5: Date and Time of Last Administration #1-7 —>
{/comp>
{/effectiveTime>
{routeCode code="G.k. 4.r.10. 2b" codeSystem="2, 16, 840.1, 113883, 3,689, 2. 1. 1. 14"

<1— 6.k.4.1.10. 2a: Route of Administration TermID Version Date / Numher £1-7 —>
¢!-- G.k-4.1.10. 2b: Route of Administration TexrmlD #1-7 —>
<originalText>G. k. 4. r. 10. 1</original Text>
d— G. k4. 1. 10. 11 Route of Administration (free text} HI-7 =
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r. Ib"/>
{I— 6.k.4.r. 12 Dose (number) #1-7 >
<I-- G.k.4.r.1b! Dose (unit) #1-7 —>
<consumable typeCode="CSH">
{instanceCfKind classCoda="INST">
<productlnstancelnstance classCode="MMAT” determinerCode="INSTANCE"»
{lotNumberText>G. k. 4, r. 7</lotNumberText>
<{!— G.k. 4r.7: Batch / Lot Number #1-7 —>
</productinstancelnstance>
<kindCfProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G.k.4.r. 8, 2b" codeSystem="TBD-DoseForn” codeSystemVersion="G. . 4.

{}— G.k 4.r.9. 2a: Pharmaceutical Dose Form TermIDd Version Date / Number #1-7
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displayName="parentRouta0fAdninistration”/>
14" codeSystemVersion="6. k. 4.r. 11.2a">

F1-7 —

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurrance0fReaction” />

codeSystemVersion="2, 0" />

displayName="recurranceDfReaction” />

codeSystemVeraion="2, 0"/

displayName="codeddrugInformation”/>

codeSystemVersion="2, 0" />

displayName="codedDruglnformation”/>

<— 6.k 4.1.9 2b: Pharmaceutical Dose Form TexmID H#1-7 —>
{originalText>G, k. 4, ¥, 9, 1{/original Text>
{I— G k.4.r. 8 1: Pharmaceutical Dose Form (free text) #1-7 —>
</FormCode>
</hind0fProduct>
{/instance0fKind>

{/consumable>
{inbommdRelationship typeCode="REFR">
<ohservation classCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2, 16, 840, . 113883.3.989, 2. 1. 1. 19” codeSystemVersion="1. 1"

<value xsiitype="CE” code="G.k. 4.r.11.2b" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2. 1. 1.
“1— G. k. 4.r.11. 2a! Parent Route of Administration TermID Yersion Date / Number

{I— G.k. 4.7.11. 2b: Parent Route of Administration TexmID #1-7 —>
<originalText>G. k. 4. r, 11, 1{/original Text> )
(== G.k.4.r.11.1: Parent Route of Administration (free text) H1-7 ~=>
{/value»
</ohservation>
</inboundRelationshipd

</substanceAdministration>

</outhoundRel ationship2>

<owtbowmdRelationship? typeCode="SUMM">
{observation classCode="0BS" moodCode="EVN">

{code code="14" codeSystem="2. 16, 840.1, 113883.3.689,2, 1, 1, 19" codeSystemVersion="1, 1"

" <value xsiitype="PQ" value="10" unit="G, k 5b"/>
<!~ 6.k 5a! Comulative Rose to First Reaction {number) #1 —>
<!— G.k.Bb: Cumulztive Dose to First Reaction {unit) #1 -->

{/ohsarvation?

{/outboumdRelationshipd>

<outboundRelationship2 typeCaode="PERT">
{observation classCode="0BS” moodCode="EyN">

{cade code="16" codeSystem="2. 16.840. 1. 113883, 3, 889, 2. 1, 1. 19" codeSystemVersion="1, 1"

{value xsi!‘type!PQ” value="10" unit="0, k. 6b"/>
{J— G.k.Ba: Gestation Pericd at Time of Exposure (humher) #1 —>
{1— G.k.Bb: Gestation Period at Time of Exposure {unit) #1 —>

</abzervation

{/outhoundRelationship2>

{outhoundRelationship2 typeCode="FERT”>
{ohservation classCode~"0BS” moodCode="EVN">

‘coda code="31" codeSystem="2. 16, 840, 1. 113883, 3, 989. 2.1, 1, 19" ecodeSystemVersion="1.1"
{value xsiitype="CE" code="G.k 9.1.4" codeSystem="2, 16, 840. 1. 113883, 3, 889.2. 1. 1. 18"

{I-— &k 9. 1.4: Did Reaction Recur on Re—adminisiration? Drug #1, Reaction #1 —>
<outhoundRelationshipl typeCade="REFR">
{actReference classCode="0BR" moodCede="EVN*>
<id root="154abB89- 958451 2-a02f—42d4dBF4657F" />
{/actReference
{/outhoundRelationshiply

{/observation>

</outboundRelaticnship2)

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

<code code="31" codeSystem="2. 16, 840, 1. 113883, 3. 889, 2, 1. 1. 19" codeSystamVersion="1.1"
<value xsiitype="CE” code="f k. 9.1, 4" codeSystem="2. 16. 840, 1, 113883, 3.959.2.1.1. 16"

{1-~ G6.k.9.1. 4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
{outboundRelatienshipl typeCode="REFR"> ’
{actReference classCode="0BS” moodCode="EVN">
{id root="2Zbaa28d6-¢0el-4ebc-9369-5bRANDA14220" />
{/actReference> ,
{/outboundRelationshipl>

{/observation?

</outboundRetationshini>

{outboundRelationship2 tvpeCode="REFR”>
{ohservation classCode="0BS” moodCode="EVN">

{eode code="8" codeSysten="2. 16. 840, 1. 113883. 3. 889. 2, 1 1. 19" codeSystemVersion="1, 1%
<yalue xaiitype="CE” code="G. k. 10.r" codeSystem="2. 16. 840, 1. 113883, 3. 086, 2, 1. 1. 17"

<1— G.k. 10.r7 Additional Information on Drug {coded) {repeat as necessary) #l-1 —>

/observation?

</outboundRelationship2>

LouthoundRelationshipZ typaCode="REFR”>
<observation classCode="0BS" moodCode="EYN">

{code code="9" codeSystem="2.16,840.1.113883.3,989,2. 1. 1. 19" codeSystemVersion="1. 1"
{value xsiltype="CE” code="G. k. 10.r" codeSysten="2. 16, 840, 1. 113883, 3, 980, 2. 1. 1. 17"

- 8] —




cadeSystemVersion="2. 0" />
{)— . k. 10.1: Additicnal Information on Drug (coded) {repeat as necessary) #1-2 —>
</ohservation>
</outboundRelationship2>
<{ontboundRelationship2 iypeCode="REFR™
<ohservation classCode="0BS" moodCode="EYN"> . )
Ceade code="2" codeSystem="2. 16, 840, 1, 113883.3.889. 2. 1. L. 19" codeSystenVersion="1.1"
displayMame="additienalInformation”/>
<yalue xsi:type="ST">6. k. 11</value>
¢l— 6.k 11: Additienal Information en Drug (free text) #l —>
{/observation>
</outhoundRelationship2>
<inboundRelationship typeCode="RSON">
{chservation classCode="0BS" moodCode="EVN">
{eode code="19" cadeSysten="2. 16, 840. 1. 113883, 3,989.2. 1. 1. 19" codeSystenVersion="1.1"
di splayName="indication”/>
<value xsiitype="CE” code="G.L.7.r.2b" codeSysten="2. 14, 840, 1, 113883. 6.163" codeSystemVersion=
"Gk Tor. 2a™>
¢{!— 6.k 7.7.2a: MedDRA Version for Indication #1-1 —>
|-- G. k. 7.r.2b! Indication (MedDRA code) #1-1 —>
ZoriginalText>G. k. 7. 1. 1</originalText>
¢1— 6.k 7.1.1* Indication ag Reported by the Primary Source #1-1 —>
</value> '
{performer typaCode="PRF">
(assignedEntity eclassCode="ASSIGNED™>
{eode coda="3" codeSystem="2, 18, 840, 1. 113882, 3. 088, 2. 1. 1. 21" cadeSystemVersion="1. 0"
displayName="sourceReporter”/>
</assignedEntity>
</performery
<{/observation>
</inboundRelationship>
{inboundRelationship typeCode="RSON">
<ohservation classCode="0BS" moodCode="EVN">
{code code="19" codeSysten="2. 16.840. 1. 113883.3. 989. 2, L. 1, 18" codeSystemVersion="1.1"
displayName="indication”/>
¢yvalue xs5i:type="CE” code="G.k 7.r,2b” codeSystem="2.16. 840, L. 113883, 6, 163" codeSystemVersion=
"G k.7.x. 22"
<l== G,k 7.1.2a: MedDRA Version for Indication #1-2 ——>
<J— G.k.7.7.2b: Indication (MedDRA code) #1-2 —>
<originalText>G. k, 7, r. 1</ariginal Text>
¢I— 6.k 7.r.1: Indication as Reported by the Primary Source #1-2 —
<fvaluer .
{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="soumrceReporter” />
{/assignedEntity>
{/performer>
</observation>
{/inboundRelationship>
{inboundRelationship typeCode="CAUS™>
<act classCode="ACT” moodCode="EYN">
{code code="G.k, 8" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 15" codeSystemVersion="2,0"/>
<I-- 0.k B: Action{s) Taken with Drug #1 —»
{fact>
{/inboundRelationship>
</substanceAdnini stration>
</component>
¢<!— 6.k Drug{s) Information (repest as necessary) H#2 ——
<companent typeCode="COMP”>
¢substanceAdministration classCode="SBADM" moodCade="EVN">
¢id roat="6AdEF5ce-3b3b—45¢7-92dd-69e06730:3a9" />
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
Coode code="G. k. 2. 1. 2" codeSysten="TBB-PhPID” codeSystemVersion="6.k.2.1.2a"/>
¢t— 6.k.2.1,2a: PhPID Version Date / Number #2 —>
¢{I— G,k 2. 1.2b: Pharmaceutical Product Identifier (PhPID) #2 -—>
<nameyG. k. 2. 2</name>
== 6.k 2. 2! Medicinal Product Mame as Reported by the Primary Source #2 —>
{asManufacturedPraduct classCode="MANU">
{subjectOf typeCode="SB]">
<approval clasaCode="CNTRCT” moodCode="EVN">
¢id extension="G.k.3.1" root="2, 16, 840, 1, 113883. 3. 989.2.1. 5. 4"/
¢l-- (. k.3.1! Authorisation / Application Number #2 —>
<holder typeCoda="HLD™>
{role classCode="HLD">
<playingOrganization classCode="0RG" determinerGade="TRITANCE" >
{name>G, k. 3. 3</name>
¢l-- G.k. 3.3 Name of Holder / Applicant #2 —>
{/playingQreganization>
<{frole’
</holder?
<author typeCode="AUT">
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{territorialAuthority classCode="TERR"> i
<territory classCode="NAT” determinerCode="TNSTANCE™>
<code code="G.k. 3.2 codeSystem="1.0. 3166.1.2.2"/
<1—.6.k. 3.2 Country of Authorisation / Application #2 —>
{/territory>
</territarialiuthority?
{/fauthor>
{pertinantInfarmation typeCode="PERT">
<policy elassCade="PCLICY" moodCode="EVN">
{code code="J2.5. k" codeSystew="2, 18, 840, 1, 113883.3,985. 5. 1. 3. 2. 1. 4"
codeSystemVersion="1.1"/> ’
< 0012 5. % —BAERSSOU AX XSS #2
</policy>
{/pertinentInformation>
</approval’
{/subjectQf>
{subjectOf typeCode="SB]"»
{characteristic classCode="0BS” moodCode="EVN">
{rode eode="1" codeSysten="2, 16, 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1107

codeSystenVersion="1,0" displayName="$EELEZEOKRES"/> :
<{value xsi!type="CE” code="J2. 4. k" codeSystem="2, 16, 840, 1, 113883, 3,989, A. 1, 3, i
2.1.3" codeSystemVersion="1.1"/> i
<l @88]2, 4. k: HEERMFORBE S #2 —
</characteristic’ :
</subjectlf>
</asManufacturedProduct>
{ingredient classCode="ACTI">

{guantity>
<pumerator value="10" unit="6.k. 2.3.1.3b"/>
<l— G. k. 2.8, 1. 327 Strength (number) H2-1 -->

== 6. k. 2.3.1r.3b: Strength (unit) H2-1 —
{denaminator value="1"/>

<fquantity>
{ingredientSubstance classCode="MMAT" determinerCode="KINL">
<code code="G, k. 2.3, 1. 2h" codaSysten="TRD-Suhstance” codeSystemVersion="G k. 2.3 1.
2a” />
¢}—— 6.k 2.3.r. 2a: Substance / Specified Substance TermID Version Date / Number
#2-1 ==>
<l=- G,k 2.3 1. 20 Substance / Specified Substance TermID #2-1 —>
<{name’G. k. 2. 3. r. 1</name’
— 6,k 23 1.1 Substance / Specified Substance Name #2-1 —>
¢/ingredientSubstance>
{/ingredient>
{ingredient classCode="ACTI">
{quantity>
{ramerator value="10" unit="6.k. 2. 3. r. 3"/
<I-- 6. k.2 3.r.3a: Strength {(number) #2-2 —>
{!— G.k.2.3.r.3b2 Strength (unit) #2-2 —
¢denominator value="1"/>
<{/quantity>
{ingredientSubhstance classCode="MMAT” determinerCode="KIND">
{code code="Gi k. 2. 9.1, 2b" codeSystem="TAD-Substance” codeSystemVersion="G, k. 2,3, r.
2a” /> :
{]-- 6.k .2.3.1r. 22 Substance / Specified Substance TermlD Version Date/Number HZ-
g >

{l— 6.k.2.3.r.2b Substance / Specified Substance TermlD #2-2 —>
<pame>G. k. 2. 3. r. 1{/name>
{— G, k. 2.8, 1: Substance / Specified Substance Name #2-2 —>
{/ingredientSuhstancaed
</ingredient>
</kind0fProduct>
{subjactOf typeCode="SB]">
{praoducthvent classCode="ACT” maodCode="EVN"}
Ceode code="1" codeSysten="2, 16, 840, 1, 113883, 3, 989, 2, 1, 1. 18" codeSystemVersion="1, 0"
displayName="retailSupply”/>
<performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED">
{representedfrganization classCode="0RG” determinerCode="INSTANCE">
{addr>
Ceountry>G. k. 2. 4</country>
{!— G.k 2. 4: Identification of the 'Country Where the Drug Was
Obtained #2 —>
</addr>
{/representedOrganization®
¢/assignedEntity>
{/performer>
</productEvent>
{/subject0f>
{subjectOf typeCode="SB]"> -
{observationBvent classCode="0BS" mocdCode="EVYN"> : .
{code code="2" codeSystem="2. 18, 840, 1, 13882, 3,988, 5,1, 3, 2. 1, 10” codeSystemVersion="1.
0" displayName="—§% FEEFERR DA FHEEE" />
(value xsiitype="CE” code="]Z 6.k" codeSysten="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 5"
codeSystenVersion="1.1/>
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Event (number) Drug #2, Reacfion KI—>

Event f{unit) Drug-ﬂz, Reaction #1 —>

Drug #2, Reaction #1 ~->

Drug #2, Reaction #1 —>

Event (number} Drug #2, Reaction #2 —>

Event {(unit) Drug #2, Reaction #2 —>

Drug #2, Reaction #2 —>

Drug #2, Reaction #2 —>

Event (number) Drug #2, Reaction #3 -->

Event (mit) Drug #2, Reaction #3 —>

Drug #2, Reaction #3 —>

Drug #2, Reaction #3 —>

Event (number) Drug #2, Reaction #4 —>

Event (mit) Drug #2, Reaction #4 —>

bBrug #2, Reaction #4 —>

Drug #2, Reactien #4 —>

<I-- @8a]2. 6. k: —ERRAEESOAFERE 2 —
{/observationEvent>
</subjectdf>
{/instance0f¥ind>
</consumable>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="6.k 9. 1i.3.1b"/>
<)— 6.k 9.i.3. 1a! Time Interval between Beginning of Drug

{I=- Gk G.i.3.1b: Time Interval between Beginning of Drug

{actReference classCode="CBS” moodCode="EVN™>
{id root="154eb889~958b-45f2-a02f—42d4d6T467E" />
</actReference>
</outhaundRelationshipl>
<outhoundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" mit="6,k. 9,i.3. 2b"/>
¢le- 6.k.9.1.3.%a: Time Interval between Last Dose of Drug

{I— 6.k .9.1,3.2b: Time Interval between Last Dase of Drug

<actReference classCode="0BS” moodCode="EVN">
{id root="154eh88G-858h—45f2-a02f—42d4d6T4657L" />
</actReferencey
</outboundRelationshiply
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G, k. 9, 1,3, 1u"/>
= G.%.9.1.3. la: Time Interval between Beginning of Drug

¢I— 6.k 9.4, 3. 1b! Time Interval between Beginning of Drug

{actReference classCode="0BS" mondCode="EVN">
<id root="Zbaa28d6—cPe8-debc-93e9-bbBA0LA14220" />
</actReferences
{/outhoundRelationshinl>
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k. & i.3,2b"/>
J-- 6. k. 9.i.8 2a: Time Interval hetween Last Dose of Drug

- 6.k 9.i.3.2h: Time Interval betwaen Last Dose of Drug

<actReference classCode="0BS" moodCode="EVN">
<id root="2baa28d6-cYe8-debe-93e9-Eb8A0L314220" />
</actReference>
</outboundRelationshipl>
<enthoundRelationshipl typeCode="SAS">
<pauseQuantity value="10" wnit="G.k. 9.i.3.1b"/>
<l— 6.k 9.1.3.1a: Time Interval hetween Beginning of Drug

¢le= . 1t.9.1,3.1b! Time Interval between Begiming of Drug

{actReference classCode="0BS" moodCode="EVN">
<id root="3a8626ch-8f1b—4deal-8a0f—e0ff34430adf” />
¢/actiReference>
<fontboumdRelationshipl>
<outhoundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k. 9.1.3.2b"/>
<I— 6.k 9. 1.3 2a: Time Interval between Last Dose of Drug

<1— 6.k 9.i.3.2b: Time Interval hetween Last Dase of Drug

<actReference classCode="0BS” moodCode="E¥N">
(id root="3a8626cb-9f1b—4ea8—8alf-e0FfT34430adf” />
{/actReference?
</outhoundRelationshinl>
{outhoundRelationshipl typeCode="SAS">
{pausefuantity value="10" unit="G.k 9.1, 3.1b"/>
{I— G.k. 9.1, 3, 1a: Time Interval between Beginning of Drug

- 6.k 9.1, 3. 1b: Time Interval between Beginning of Drug

{actReference classCode="0BS” moodCode="EYN">
<id root="2e89840f-08b4-495c-80ff-ddBA15F48ab" />
</actReference’®
< /outboundRelationshipl?
<{outhoundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k. 9,i,3.2h"/>
<{I-- G.k.9.i.2. 22 Time Interval between Last Dose of Drug

<l— 6.k.8.i.3.2b: Time Interval hetween Last Dose of Drug
<actReference classCode="0BS" moodCode="EVN">

{id root="2e99840f-08b4-499c-80ff-dd8415f1f8Bas" />
{/actReference>
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¢/outhoundRelationshipl>
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k. ©.1.3.1b"/>
¢— Gk 8 1.3 1a! Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #5 -->
<]— G.% 9.i.8. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #5 ——>
<actRefarence classCode="0BS" moodCode="EVN">
<d root="1071064c-cf10-4alb-83c1~34f3ddbTeabd” />
{/actReference>
{/outhoundRelationshipl>
{outboundRelationshipl typeCode="SAE">
<{pangeQuantity value="10" unit="G.k, 9,1, 3, 2b"/> )
<J=- &:k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Lvent {(mummber)

Drug #2, Reaction #E —>
<1— 6,k 9,1, 3. 2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #5 ~—>
<actRelerence classCode="0BS" moodCode="EVN">
<id root="1071064c¢~cf10~4a3b-83c1-3418ddb7eabd” /> 3
{/actReference> I
{/outboundRelationshinl> |
<outboundRelatisnshipl typeCode="SAS"> !
{pauseQuantity value="10" unit="G.k. 4. i.3. 1b"/>
<1— 6.k 9.i.3. 1a’ Time Interval betwsen Begirning of Drug Administration and Start of Reaction /
Event {number) Drug #2, Reaction {6 —>
<]— 6.%.9.i.3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Fvent (unit) Drug #2, Reaction #6 —>
CactReference classCode="0BS" mondCode="EVN">
<id root="1F927283-10b6-43340d43—e925640f 0 181" />
{/actReference>
{/outhoundRelationshipl>
{ourtboundRelationshipl typeCode="SAE">
<{pauseQuantity value="10" mit="G.k. 8. 1. 3.2b"/>
<1— 6.k 9.1, 8. 2a! Time Interval hetwean last Dose of Drug and Start of Reaction / Event (number)

Drug #2, Reaction #6 —>
{]=- 6.k 9.i.3.2b" Time Interval between Last Dose of Jrug end Start of Reaction / Fvent (unit)
Drug #2, Reaction #6 -—> -
<actReference classCode="0BS" moodCode="EVN">
<id Teot="1£527283-10b6~4234-5d43-00256407b18E" />
{/actReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
{pauscuantity value="10" unit="G.k. 9.i.3.1b"/">
J— G.k.9.1.8. 1a! Time Interval between Beginning of Drug Administration and Start of Reaction /

Event (number) Drug #2, Reaction #7 —>
{J— 6.% 6.i.3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Remction #7 —>
) {actReference classCode="0BS" moodCode="EVN">
<id root="e0342868-38be—425F-bBhb—celdbc279d8e” />
{/actReference>
</outboundRelationshipi>
CouthomdRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k. 9.1.3.20°/>
<]— 6. k. 9.1.5.%a: Time Tnterval hetween Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #7 ~—> :
)— 6. k. 9. 1.3.2b Time Interval betwsen Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reactian #7 —>
CactReference classCode="0BS” moodCode="EVN">
<id raot="e0342969-38ke—423f—bBbb—cel14be278dBe " />
{/actReferencer
< fouthbmmdRel ationshipld>
<outhoundllelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G, k. 9.1i.3, 1b"/>
(!f G.k.9.1.3.1a: Time Interval between Beginhing of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #8 —->
<I-- 6, k. 91,3, 1b: Time Interval hetween Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #8 —
{actReference classCode="0BS” moodCode="EVN">
¢id root="al5bed@2-B070~426daf04~686326344360" />
{/actRefoerence>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k. 9.i.3.2b"/>
<d— G,k 9,1.3, 2a: Time Interval between Last Dose of Drug and Start of Reaction / Event {number)
brug #2, Reaction #8 —> .
: <!— 6,k 9.1.3.2b: Time Interval hetween Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #8 — . ’
. <aotReference classCode="0BS” moodCode="EVN">
<id root="alBbe(92-8070-4264-af04-686326344320" />
</actReference>
¢ /outhoundRel ationshipl>
<puthoundRelationship? typeCode="PERT">
{ohservation classCode="0BS” moodCode="EVN™>
{cade cade="6" codeSystem="2, 16, 840, 1, 113883, 3. 988. 2, 1. 1. 19" codeSystemVersion="1, 1"
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displayName="blinded"/>

cadeSystemVersion="G. k. 4. r. 10. 2a”>

T. 9. 2a%>

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G.k.4.r,11.2a">

H2-1 —>

codeSystemVersion="G. k. 4. 1. 10, 2a™>

{value xsi!type="BL" value="true”/> i
<1— G,k 2, 5¢ Investigational Product Blinded #2 —> :
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
{I— G.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 —
{substanceAdministration classCode="SBADM” moodCode="EVN™>
<{textG. k. 4. r. B/ text>
{!— G. k. 4.1, 8: Dosage Text #2-1 —>
leffectiveTime xsi:type="IVL T8">
{dow value="20090101"/>
{|— G.k.4.1r.4: Date and Time of Start of Brug #2-1 —>
<high value="20000101"/> :
{— 6. k. 4.1, 5: Date and Time of Last Adwinistration #2-1 —>
feffectiveTime>
{routeCode code="G.k. 4.1.10.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1, 1. 14"

{|-- G. k. 4. r. 10. 2a: Route of Administration TermID Version Date / Number #2-1 —>
{l— 6.k 4. 1r.10.2b: Route of Administration TermID #2-1 —>
{originalText’G. k. 4. r, 10, 14/originalText>
<!— G.k.4.7r.10.1: Route of Administration (free text) #7-1 ——>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r.1b"/>
{— G.k 47 1a Pose (number) #2-1 -->
< .k 4.r.1b: DNose (unit) #2-1 —>
<consumable typeCode="CSH">
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7</lotNumberText>
{l— G.k.4.r. 7 Batch / Lot Number #2-1 —>
{/productInstanceInstance
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{tormCode code="G.lt 4. r. 9 2b" codeSysten="TBD-NoseForm” codeSystemVersion="G. k. 4.

<= 6. k. 4.r. 9 %a: Pharmaceutical Dose Form TermID Version Date / Number H2-1

{— 6, k. 4.r.9, 2b: Pharmaceutical Dose Form TermID #2-1 —>
<originalText>G. k. 4.1. 9. 1</originalText> -
<I— G k4. 1.9 1: Pharmsceutical Dose Form (free text) #2-1 -—>
{/formCode>
<{/kind0fProduct>
{/instance0fKind>
</consumabl e
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"

<value xsiitvpe="CE” code="0.k% 4/ 1.11.2b" codeSystem="2. 16, 840. 1, 113883. 3.989. 2. 1. 1.
== 6.k 4.1r.11. 2a: Parent Route of Administration TermID Version Date / Number

<I— 6.k 4.7, 11. 2b: Parent Route of Administration TermID #2-1 —>
{originalText>G. k. 4. r. 11. 1</original Text>
{l-— G.% 4.r.11. 1! Parent Route of Administration (free text) H2-1 -->
</value>
<{/abservation>
</inhoundRelationship>
</substanceAdministration?
</outhoundRelationship2>
<outhoundRelationshin2 typeCade="COMP">
{!— G. k. 4. 1! Dosage and Relevant Information (repeat as necessary) #2-2 -
{substanceAdministratisn classCode="SBADM™ moodSade="EyN">
<text>G. k. 4.1, B/ /text>
{l-- G.k.4.1.8: Dosage Text #2-2 —>
<effectiveTime xsi:type="IVL_TS™>
<lew value="20090101"/>
<1— G. k. 4.1.4: Date and Time of Start of Drug #2-2 —>
{width value="4" unit="G. k. 4. v, b"/>
<!— G.k. 4. r.6a: Duration of Drug Administration' (number) #2-2 -->
{I=- G.k 4.1, 6b: Duration of Drug Administration (unit) #2-2 —>
{feffectiveTime>
{routeCode code="G.l. 4.r. 10. 2b” codeSystem="2. 16, 840. 1. 113883, 3,989.2.1. 1. 14"

b= Gk 4 v, 10.2a: Route of Administration TermID Version Date / Number #2-2 ~->
{— G.k.4.r.10.2b: Route of Administration TermID #2~2 ->
CoriginalText>G. k. 4.1, 10. 1</originaltext>
<l 6.k 4. 1. 10.1: Route of Administration (free text) #2-2 —>
</routeCode>
{doseQuantity value="10" unit="6.k 4 1. 1b"/>
<f— 6,% 4. 1. 12 Dose {number) #2-2 —>
¢I—— G. %k 4. r. 1h: Dose (unit) #2-2 —>
<gonsumable typeCode="CSH">
{instance0fKind elassCode="TNST">
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r.8.2a"

displayName="parentRoutedFfAdministration”/>
14" ecodeSystemVeraion="G. k. 4. r. 11. 2a™>

#2-2 —>

codeSystemVersion="G. k. 4. r. 10, 2a™>

r.8.2a">

displayName="parentRouteGfAdministration” />
14" codeSystemVersion="G.k.4.r. 11. 2a">

$2-3 —>

{productInstancelnstance classCode="MMAT” determiner{ode="TNSTANCE">
{lotMumberText>G. k. 4. r. 7</LotNumberText>
1— 6.k 4,1.7: Batch / Lot Nupher #2-2 —>

</productInstancelnstance>

<kind0fProduct classCode="MMAT" determinerCode="KIND">
formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVarsion="0, k. 4.

<I— G,k 4.r.8.2a; Pharmaceutical Dose Form TexmID Version Date / Number #2-2

1=~ G,k 4,r.9 2b’ Pharmaceutical Dose Form TermlD #2-2 —>
<originalText>G, k 4, 1, 9. 1</original Toxt>
<]— G.k.4.7.9. 1 Pharmaceutical Dose Form (free text) #2-2 —>
{/formCode>
</kind0fFroduct’
{/instance0fKind>
/eonsumabled
{inboundRelationship typeCode="HEFR”>»
{observation classCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2, 16, 840, 1, 113883, 3,989, 2. 1. 1. 19” codeSystemVersion="1, 1"

<value xsiitype="CE" code="G(.k.4.r.11.2b" codeSystem="2. 16, 840,1.113862.3.989. 2. 1. L.
= 6.k 4.7. 11, 2a: Parent Route of Administration TermID Version Date / Number

{I— G.k.4.r. 11.2b: Parent Route of Administration TermID #2-2 -->
{originalText>G. k, 4, . 11, 1{/original Text> '
{J— G.k.4.1.11. 1: Parent Route of Administration (free text) #2-2 —
<fvalued
</observation?
{/inbotndRelationship>
{/substanceAdministration>
< /ontboundRelationship?y
<outhoundRelationshipZ typeCode="COMP">
{l— §.%k 4.r! Dosage and Relevant Information (repeat as necessary) #2-3 ——>
(substaneshdninistration elasaCade="SBADN" moodCode="FYN"> -
© Ktext G k. 4. r. B/ textd ‘
{I— G.k.4.1. 8" Dosage Text #2-3 —> ;
{effectiveTime xsi:type="IVL_TS"> !
<width value="4" unit="G. k. 4.r.6b"/>
<l— Gk 4.1, 6a: Duration of Drug Administration {number) #2-3 —>
== Gk, 4. 1. 8b: Duration of Drug Administration {unit) #2-3 —
<high value="20090101"/>
<l== G.k.4.1.5: Date and Time of Last Administration #2-3 —
<SeffectiveTimed
{routeCede code="G.k.4.r.10.2b" codeSysten="2.16.840. 1. 113883. 3.989. 2. 1. 1. 147

<l— 6.k 4.r.10.2a: Route of Administration TermID Version Date / Nuwber #2-3 —>
<I=- G. k. 4.7.10. 2b: Route of Administration TermID #2-3 —>
<originaiText>G. k. 4, r. 10. 1</originalText>
<1-- 6.k 4.1, 10, 1: Route of Administration (free text) §2-3 -
{froatatodal
{doseQuantity value="10" unit="G.k 4.r.1b"/>
¢l G k. 4. r. 1a Dose {number) #2-3 —>
{— Gk A r Ib! Dose (unit) #2-3 —>
{conzumable typeCode="CSH">
{instanceOfKind classCode="TNST"> }
{productInstancelnstance classCode="MMAT® determinerCode="TINSTANCE">
lotNumherText>G. k, 4, r, 7{/1otNumber Text>
=6,k 4,1, 7: Bateh / Lot Mumher #2-3 —>
¢/productInstancelnstance?
<kind0fProduct classCode="MMAT” determinerCode="KIND">
formCode code="G.k.d.r. 8. 2b" codeSystem="TBD-PoseForm” codeSystemVersion="G. k. 4.

{— 6.k 4.7.9.2a: Pharmaceutical Dose Form TermlD Version Date / Number #2-3

{}— G.k.4.r.9. 2b: Pharmaceuticel Dose Form TermID #2-3 —>

LoriginalText?G, k. 4, r. 9. 1¢/original Text>
{— G.k 4.7r.9.1: Pharmaceutical Dose Form (free text) #2-3 —>
v /formCode> '
</kind0fProduct>
{/instance0fKind>

{/eonsumable>
<inboundRelationship typeCode="REFR">
<observation classCode="0BS" moodCode="EVN">
{oode code="28" codeSystem="2, 18, 840, 1, 113883, 3. 989.2. 1. 1. 19" codeSystemVersion="1. 1*

¢value xsiityne="CE" code="G.k.4.r.11 2b" codeSystes="2.16.840. 1. 113383. 3. 989.2. 1. L.
{!— G, k. 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
<I= G.k.4.1.11.2b: Parent Route of Administration TermID #2-3 —»
{originalText>G. k. 4. r. 11. 1</original Text>

<l— G.k.4.r. 11, 1! Parent Route of Administraticn (free text) #9-3 ——>
{/value> )
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codeSystemVersion="G. k. 4. x.10.2a">

9227

displayName="parentRoutetfAdministration” />
14" codeSystemVersion="G. . 4.1.11.2a">

#2-4 —

codeSystenVersion="G. k. 4 r. 10. 2a">

</ohservation>
{/inboundRelztionship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationshipZ typeCode="COMP">
<l-- G.k 4. r: Dosage and Relevant Information (repeat as necessary) #2-4 —>
<substanceAdmini stration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8/ text>
¢1-— Gk 4. 1.8 Dosage Text #2-4 —>
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
<period value="10" mit="G. k. 4.1, 3"/
<= G, 4. 1.2 Number of Units in the Interval fi2—4 —>
(== G.k.4.7. 3! Definition of the Time Interval Unit #2-4 —>
</comp>
Ceomp xsiitype="1VL_TS” operator="A">
Clow value="20090101"/>
{I— & k. 4. 1. 41 Date and Time of Start of Drug #2-4 —>
{/eomp>
/effectiveTime>
<routeCode code="G. k. 4, 1. 10, 2b” codeSystem="2, 16, 840. 1. 113883. 3. 989. 2. 1. 1. 14"

1= 6. k.4.7. 10, 2a: Route of Administration TermID Versicn Date / Nuwber #2-4 —>
(f== 6.k 4.r.10. 2k Route of Administration TermID H#2-4 —>
{originalText?G. k. 4 r. 10 1<{/original Text>
{l== G,k 4, 1. 10.1: Route of Administration (free text) #2-4 -
{/routeCode>
{doseQuantity value="10" wnit="0.k 4. r. 1b"/>
{1— G, k. 4, r.1a Dose {number) #2-4 —>
(! G. X 4. 1.1b: Dose (unit) #2-4 —>
{consumable typaCode="CSM">
<instanceOfKind classCode="INST*>
{preductInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
{lotHumber Text?G. k. 4. r. 7¢/LotNumberText>
{l=~ G.% 4,x. 7 Bateh / Lot Number #2-4 —>
</praductInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
{formCade code="G, k. 4, . 9, 2b” codaSystem="TADDoseForm” codeSystenVersion="G. k. 4.

(== G.k.4.r.9. 2a: Pharmaceutical Dose Form TermID Versiom Date / Mumber H2-4

<]— G.k.4.r.9.2b! Pharmaceutical Dose Form TermID #2-4 —>
<originalTextdG. k 4. 1.9, 1</original Text>
}— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) H#2-4 —
</formCode>
</kind0fProduct>
{/inatance0fKind>
</consumable>
<inboundRelationship typeCode="REFR™>
{ohaservation slassCode="0B8” moadCode="EVN">
{code code="28" codeSystem="2. 16, 840, 1, 113883, 3, 98% 2, 1, 1, 18" codeSystemVarsion="1.1"

<value xsiitype="CE” code="C.k. 4. 7. 11.2b" codeSystem="2. 16. 840. 1, 113882. 3,989. 2. 1. 1.
<]— G.k.4.r.11.2a: Parent Route of Administration TexmID Versien Date / Number

¢{l— G.k. 4.r.11. 2b: Parent Route of Administration TermID #2-4 —>
<originalText>G, k, 4. r. 11. 1</original Text>
¢l-= G.k 4. 1. 11. 1 Parent Route of Administration (free text} #2-4 —>
<{/value>
{/observation>
</inboundRelationship>
</substanceAdministration>
</outhoundRel ationship2»
ZouthoundRelationshin2 typeCode="COMP">
{I— G.k 4.r: Dosage and Relevant Information (repeat as necessary} #2-5 —->
{substancerdmini stration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
{!—- G.k. 4. 1.8t Dosage Text #2-6 —>
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
{period value="10" unit="G.k. 4, r.3"/>
<1— 6.l 4. 1. 21 Number of Units in the Interval #2-5 —>
¢l=— 6.k 4.r.3: Definition of the Time Interval Unit #2-6 —>
</camp>
Ceomp xsi:type="TVL_T3" operator="4">
<high value="20090101"/>
¢!~- G, k. 4,r.5! Date and Time of Last Administration #2-5 ——>
</comp>
</effectiveTime>
<routeCode code="G. k. 4.r. 16. 2b” codeSystem="2, 16, 840, 1, 113883, 3,888. 2. 1. 1, 14"

¢l— 6.k.4.1.10.2a: Route of Administration TermID Version Date / Number ¥2-5 ——>
{I— 6. k.4.1.10, 2b7 Route of Administration TermID %2-5 —>
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1, 8. 2a”>

digplayName="pareniRoute0fAdmini stration”/>
14" codeSystemVersion="G. k. 4.1, 11, 2a">

-6 -

codeSystemVersion="G. k. 4.1, 10, 2a">

r. 8. 2a">

Coriginallext>G, k. 4. 1. 10. 1¢/original Text>
<! G.k 47.10.1: Route of Administration (free text) #2-5 —>
¢/routeCode>
<doseQuantity value="10" unit="G.k.4.r. 1b"/>
¢{|— &,k 41, la Dose (number) #2-5 —>
{— G.k.4.r. 1b: Dose (unit} #2-5 —>
{cohsumable typeCode="CSM">
<instanceOfKind classCode="TNST™>
{productInstancelnstance elassCode="MMAT" determinerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7¢/lotMumberText>
<]-- G.k.4,r.7: Batch / Lot Number #2-5 —>
{/productInstancelnstance?
kindOfProduct classCode="MMAT” determinerCode="KIND">
formCode code="G.k. 4 1.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

{J— G.k 4.r.9.2a: Pharmacentical Dose Form TermID Version Date / Number H#2-5

{}— 6.k 4.1. 5. 2b: Pharmaceutical Dose Form TermID #2-5 —>

<originalText>G. k. 4.7. 8, 1{/originalText>
{l== Gk 4,7.9 1! Pharmaceutical Dose Form (free text) #2-5 —>
</formCode>
<{/kind0fProduct>
</instanceCf¥ind>

</consumable>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS" moadCode="EYN">
{eode code="28" codeSystem="2. 16, 840. 1, 113883, 3,989, 2. 1. 1. 18" codeSystemVersion="1.1"

(value ysiitype="CE” code="G.k 4.1.1L 2b" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1.
¢l 6.k 4.7.11. 2a: Parert Route of Administration TernTD Version Date / Number

¢J— G.k. 4.1, 1L 2h! Parent Route of Administration TermID #25 —>
{originalText>G. k. 4. r. 11, 1</original Text?
¢l== G.k 4.r.11. 1! Parent Route of Administration (free text) #2-6 -—>
{fvaluer ’
¢ /observation>
{/inboundRelatienship>
</substancesdniniztration?
¢/ottboundRelationship2>
ZorrthoundRelationshin® typeCode="COMP™>
¢{|— 6.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-6 -->
{substanceAdministration classCode="SBADM" moodCode="EVN™>
Ctext>G. k. 4. r 84/ texty
{I—- G.k 4,1 8 Dosage Text #2-6 —>
<effactiveTime xsi:type="SKPR_TS">
" <comp xsiitype="PIVL_TS">
<pericd value="10" unit="G. k. 4.1.3"/>
- (k. 4. 1.2: Number of Units in the Interval #2-6 —>
¢} 4.k 4.1. 3 Definition of the Time Interval Unit #2-6 —>
{feompr
Leomp xsittype="IVL_TS” operator="A">
(width value="4" unit="6.k. 4.1.60"/> .
¢l— G.k.4.r.6a: Duration of Drug Administration (number) #2-6 —>
{l== .k 4. ¢, 6bt Duration of Drug Administration (unit) #2-6 ——>
</comp>
</effectiveTime>
¢rauteCode code="G. k.4.1. 10, 2L” codeSystem="2. 16, 840, 1, 113883, 3, 989.2.1. 1. 14"

¢)— G.k.4.r. 10, 2a; Route of Administration TermID Version Date / Mumber #2-G ——>
<1— G,k 4, r.10. 2b: Route of Administration TermID #2-6 —>
CariginalText>G, k. 4. 1. 10, 1¢/original Text>
{— G. % 4. 1. 10.1: Route of Administration {(free text) #2-6 —>
{/routelode>
{doseQuantity value="10" unit="G.l. 4. r.1b"/>
{d— G.k 41 la Dose (number) #2-6 —>
<l— G.k.4.1. 1b: Dose (unit) #2-6 —>
{consmmable typeCode="CSH™> ’
{instance0fKind classCode="INST">
<productInstanceInstance classCode="WMAT” determinerCode="INSTANCE">
{lathumberText>G. k. 4. 1. 74/ lotNumberText>
<|-~ G.k.4.7. 7' Batch / Lot Number #2-6 —>
{/productInstanceInstance?
<kind0fProduct classCode="MMAT” determinerCade="KIND"
(FormCode code="6.k 4. 1.9, 2b” codeSystem="TBD-DozeForm” codeSystemVersion="G. k. 4,

<= Gk 4.t 9, 2at Pharmaceutical Dose Form Termid Version Date / Number #2-6

<!— G,k 4.r.9. 2b: Pharmaceutical Dose Form TermID #2-6 —>

{originalText G k 4.1, 9. 1¢/originalText>
{]-- 6.k 4.7. 9. 1: Pharmaceutical Dose Form (free text) #2-6 ——>
{/TormCode>
{/kind0fProduct>

</instance0fKind>
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displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4,r, 11, 22">

H#2-6 —>

codeSystemVersion="G. k. 4. r. 10. 2a™>

r. 9. 2"

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="6. k.4, x. 11, 2a">

#2-7 —

codeSystemVersion="G. k. 4. 1. 10. 2a">

</consupable)
{inboundRelationship typeCode="REFR">
{observation classCode="0BS" maodCode="EVN">
{code code="28" codeSystem="2, 16. 840.1. 113883, 3, 989, 2, 1. L. 19" codeSysiemVersion="1, 1"

<value xsiltype="CE" coda="G.k. 4, v. 11, 2%" codeSystem="2. 16, 840. 1. 113883, 3,080, 2. 1. 1.
== 6.k 4.r.11.2a: Parent Route of Administration TernID Version Date / Number

{d— 6.k 4,1.11. 2b: Parent Route of Adwinistration TermID #2-6 —)
<originalText>G. k. 4, r, 11, 1</originalText>
{I— G.k 4.1.11. I: Parent Route of Administration {free text) #72-6 —
</value>
</observation>
{/inboundRelaticnship’
</substanceAdministration>
</fouthoundRelationship2
<outhoundRelationship2 typeCode="COMP*>
{I— G.k. 4. r! Dosage and Relevant Information (repeat as necessary) H2-7 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text G k. 4. v 8</text>
{l=— G.k.4.r.8: Dosage Text #2-7 —>
{effectiveTime xsiitype=PIVL_TS™>
<period value="10" unit="G, k. 4 1.3"/>
{I— G.k 4. 1. 2! Number of Units in the Interval #2-7 —>
{I— G.k.4.1,3: Befinition 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"

<— G, k. 4.1.10, 2a: Route of Administration TexrmID Version Date / Number #2-7 —>
U— G.k.4.1.10. 2b: Route of Administration TerwID #2-7 —>
Coriginallext>G. k. 4. r. 10. 1</originalText)
{l== G.k.4.1.10, 1: Route of Administration (free text) H#2-7 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4. r. 1b"/>
= G.k.4.r.1la Doge (number) #2-7 —>
<I— G.k.4.r.1b: Dose (unit) #2-7 —>
{conswnzhle typeCode="CSH™>
{instanceOfKind classCode="INST™>
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE”>
<lotNumberText>E. k. 4. r. 7¢/1otNumberText>
<=~ G.k 4. 7: Batch / Lot Number #2-7 —>
{/productInstanceInstance> .
<kind0fPreduct c¢lassCode="MMAT” determinerCode="FIND">
(formCode code="G,k. 4,1.9. 2b" codeSystem="TBD-DoseForn” codeSystemVersion="6. k. 4.

{!— G.% 4.r.9. 2a! Pharmaceutical Dose Form TermID Versien Date / Number §2-7

{l— 6.k 4.1.9.2b: Pharmaceutical Dose Form TermID #2-7 —>
<originalTextsG. k. 4. r. 9. 1</original Text>
{I-— G. k. 4.1.9. 11 Pharmaceutical Dose Form (free text) #2-7 ——
</TormCode>
</kind0OfProduct>
</instance0fKind>
</consumable>
<inboundRelationship typeCode="REFR">
{chservation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2, 16. 840. 1. 113883, 3, 989.2. 1. 1. 18" codeSystenVersion="1. 1”

{value xsiitype="CE” code="G.k 4 v, 11, 2" codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. 1,
¢l G.l.4.xr.11.2at Parent Route of Administration TermID Version Date / Mumber

<I=— G.k 4,7, 11, 2b: Favent Route of Administration TermID #2-7 —>
{originalText>G. k. 4. v, 11, 1</originalText)
{d— G.k.4.r. 11, 1: Parent Raute of Administration (free text) #2-7 —>
<fvalued
{/observation>
<{/inboundRelationship>
{/substanceAdministration>
{fouthoundRelationship2>
{vutboundRelationship2 typeCode="COMP">
<l— G.k. 4.r: Dosage and Relevant Information {repeat as necessary) H2-8 —>
<substanceAdministration classCnde="SBADM" noodCode="EVN™>
{textDG. k, 4, 1, 8¢/text>
{|— G.k 4 r.B: Dosage Text #2-8 -->
{effoctiveTime xsi:type="TYL_T5">
<low value="20000101"/>
{l— G.k. 4.1. 4! Date and Time of Start of Drug #2-8 ~—>
</effectiveTime> ]
<routeCode code="G.k. 4.1.10.2b" codeSystem="2. 16844, 1. 113883. 3. 989, 2,1, 1, 14"

{I-- G. k. 4.r. 10 2at Route of Administration TermID Version Date / Number #2-8 —>
{I== G,k 4.1.10. 2b: Route of Administration TermID #2-8 —>
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r. 9, 22"

-~

dIsplayName="parentRouteOfAdming stration”®/>
14" codeSystemVersion="G. k. 4. 1. 11. 2a">

#o-g —

codeSystemVersion="G. k. 4. r, 10. 2a">

T, 9, 22"

displayMame="parentRoutedfAdministration” />

14" codeSystemVersion="C. k. 4. r. 11. 2a™>

<originalText>G. k. 4. 1. 10, 1</ariginal Text>
{I=~ 6.k 4.7.10. 1: Route of Adminjstration (free text) #2-8 ~->
</routeCode) .
<{doseQuantity value="10" unit="C.k 4.r.1b"/>
<I-— 6.k 4,1, 12 Dose (number) #2-8 -3
{l== 6.k 4,1, 1b: Dose (unit) #2-8 ——>
<eonsumable typeCode="CSM">
{instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="TNSTANCE">
<lotNumberText>G, k. 4. r. 7</1lotNunber Text>
<!-= 6.k 4.r.7: Batch / Lot Nusber #2-8 —>
</productInstancelnstance)
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCade code="6.k. 4,1.9.2b" codeSystem="TRD-DoseForn” codeSystemVersion="G. k. 4.

== 6.k.4,r.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-8

<l— G.k 4.r.9 2b! Pharmaceutical Dose Form TermID H2-8 —)
{originalText>G, k. 4. 1. 9. 1<{/originalText)
¢lm- Gk 4.7.0.1: Pharmaceutical Dose Form (free tent) #2-8 ~—»
</FormCode>
<kinddtProduct
{/instance0fKind>
</consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2.18, 840, 1, 113883, 3.985.2. 1. 1. 19" codeSystemVersion="1. 1"

<yalue xsiitype="CE” code="G.k. 4. 1.1l 2b" codeSystem="2, 16.840. 1. 113883, 3, 085,21, 1.
<!— 6.k 4. r. 11 2a: Parent Route of Administration TermlD Version Date / Mmpber

¢I== G.k.4,1.11. 2b: Parent Route of Administration TermID H#3-8 <
<origipal Text?G. k. 4. r. 11. 1</ariginalTextd
<= 6.k 4.r.11.1: Parent Route of Administration (free text) H#9-8 —>
</valued
{/observation>
{/inhoundRelatjonship>
</substanceAdministration®
{foutboundRelationship2y
CoutboundRelationship? typeCode="COMP™> -
<I— 6.k 41! Dosage and Relevant Infarmation (repeat as necessary) #2-0 ~->
{suhstanceAdministration classCode="SBADM" moodCode="FVN">
{text>G. k. 4. r, 8{/text>
{I— Gk 4.1.8: Dosage Text #2-9 —>
<effectiveTime xsi!type="IVL_TS">
<high value="20090101"/>
¢}— 6.k.4.r.5: Date and Tine of Last Administration #2-8 —>
{/effectiveTinay
{routeCode code="G.k.4,r,10.2b" codeSystem="2, 16,840, 1. 113883, 3. 989, 2. 1. 1. 14"

<= .k 4.7.10. 22t Route of Administration TersID Version Date / Number #9-9 —>
<= Gk 4.7, 10, 2b: Route of Administration TermID £2-9 ~->
<originalText>G. k. 4.1, 10, 1</original Text)
<l— Gk 4.1.10.1: Route of Adwinistration (free text) #2-0 —>
{/routeCode> .
<doseQuantity value="10" unit="0.k.4.r. 10"/
{I— Gk 4.1 1a Dose (number} #2-9 —>
<!~ 6,k 4. 1. 1b: Dose (unit) #2-9 —>
<constmable typeCoda="rSH">
{instanceOfKind elassCode="INST">
<productInstance Instance elassCode="MMAT" determinerCode="INSTANCE">
{lotNumberText>G. k. 4. ¥, 7¢/lotNumberText>
{I— G.k 4.7. 7! Batch / Lot Number #2-9 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND™>
“fornCode code="G. k, 4, r.9.2b” codeSysten="TBD-DoseForm” codeSystemVersion="G. k. 4,

¢l—.G.k 4.7 8 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-9
I— 6.k 4.1.9. 2b’ Pharmaceutical Dose Form TermID #3-8 —3
{originalText>G. k. 4,1, 9. 1{/original Text>
<}— 6.k 4.r.9.1: Pharmaceutical Dose Form (Free text) #2-9 —>
{/TarmCode>
</lkind0fProduct)
¢/instanceOfRind>

{/consumable>
{inboundRelationship typeCode="REFR"> ‘
Zobservation classCode="0BS" moodCode="EVN">
Ceode eode="28" eodeSystem="2. 16. 840, 1. 113883, 3. 982. 2. 1. 1. 19" cadeSystemVersion="1 1"
(value xsiitype="CE" code="6.k. 4 1.11. 2h" codeSysten="2, 16. 840. 1. 115883, 2. 98, 2.1.1.

{l- G. k.4, r.11.2a: Parent Route of Administration TexrmID Version Date / Number
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#2-8 -->

codeSystemVersion="G, k. 4. r. 10. 2a”>

r.9. 2a">

10 -—>

displayName="parentRoute0f Administration” />
14" codeSystemVersion="G. k. 4.1.11,2a">

#2-10 —

displayName="cumulativeDoseToReaction” />

displayName="gestationPeriod”/>

(= G.k 4. t. 11, 2b: Parent Route of Administration TermID #2-9 —>
{originalText?G. k. 4. r. 11, 1</originalText>
<I— 6.k 4.r.11, 1! Parent Route of Administration (free text) #2-9 —
{fvalued
¢/wbservation?
</inboundRelationship?
{/substanceAdministration?
{/outboundRelationship2>
CoutboundRelationship? typeCode="COMP”>
¢l— G.k 4 r: Dosage and Relevant Information {repeat as necessary) #2-10 —>
¢substanceAdninistration classCode="SBADN" moodCode="EVi¥">
{text>S. ko 4, 1 B/ Text>
<I— G,k 4.r.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS">
¢width value="4" unit="G. k. 4.7.6L"/>
¢l— 6.k 4.7 Ga: Duration of Drug Administration (number) #2-10 —
¢le= G k.4.7,.6h: Duration of Drug Administration (upit) #o-10 —>
{/effectiveTime>
(routeCode code="G.k%. 4.1, 10, 2h” codeSysten="2, 16.840. 1,113883.3.989.2,1, 1. 14"

¢l— G.k 4.1.10.2a: Route of Administration TermID Version Date / Number #2-10 ~->
<|— &k 4. 7. 10, 2b7 Route of Administration TermID #2-16¢ —>
{originalText>G. k. 4,1, 10. 1¢/ariginal Text>
¢l—= G.k.4.v. 10, 1: Route of Administration {(free text) #2-10 —>
{/routeCode>
(doseQuantity value="10" unit="6.k. 4.r.1b"/>
{|-= G.k. 4. 1. 12 Dose (number) #2-10 —
<l-- G.k 41 1b: Dose (unit) #2-10 ~>
Zeonsumable typeCode="CSH™>
{instanceOfKind classCode="INST">
¢oroductInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
{lotNumberText>G. k. 4, r, 7</1otNumberText>
<I— Gk 41, 7: Batch / Lot Number #2-10 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(FormCode code="6.%. 4.1.9. 2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

¢i— Gk 4 1.9 2 Pharmaceutical Dose Form TermID Version Date / Number #2-

</fornCode>
{/kind0fProduct>
{/instance0fKind>
{/consumable>
¢inboundRelationship typeCode="REFR™>
Cobservation classCode="0BS" moodCade="EVN">
{oode node="28" codeSystem="2. 16. 840. 1. 113883, 3.989.2. 1. 1. 19" codeSystenVersion="1.1"

¢value xsiitype="CE” code="G.k.4.1.11.2b" codeSystem="2.16.84C.1.113883,3,080,2. 1. 1.
¢l— 6.k 4.7.11. 2a: Parent Route of Administration TermlD Version Date / Number

— 6,k 4.1.11. 2b! Pavent Route of Aduinistration TermID #2-10 —>
CoriginalText G k. 4. 1. 11. 1</ criginal Text>
¢1— 6.k 4 1. 11. 1: Parent Route of Administration (free text) #2-10 —
</value?
{fobservation>
{/inboundRelationship>
</substanceAdministration>
</outboundRelationshin2>
{outboundRelationship2 typeCode="SUM">
<ohservation classCode="0B5" moadCode="EYN">
<code code="14" codeSystem="2. 15.840, 1, 113883, 3.989. 2. 1.1, 197 cadeSystemVersion="1,1"

¢yalue xsi:type="PQ” value="10" unit="G. k. 5b"/>
¢}— 6.k 5a! Cumulative Dose to First Reaction (number) #2 —>
{1— G.k Gb: Cumulative Dose to First Reaction (unit) #2 —>
{/ohservation>
</outboundRelationship2>
CoutboundRelationship? typeCode="PERT™>
(observation classCode="0BS” moodCode="EVH">
{code _code=”16" codeSysten="2. 16, 840, 1. 113883. 3.888. 8. 1. 1. 19" codeSystemVersion="1,1"

¢yalue xsi:type="PQ” value="10" unit="G. k. 6b"/>
<l— G.k. 6a: Gestation Period at Time of Exposure (number) #2 -—->
¢<l— G.k 8b: Gestation Period at Time of Exposure (umit) #2 —>
{/observatiocn>
</outbomdRelationship2>
{outboundRelationship? typeCode="PERT">
¢observation classCode="0BS" moodCode="EVN"> .
Ceode code="31" codeSystem="2. 16. 840, 1, 113883.3,989.2.1. 1, 19" codeSystemVersion="1,1"
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displayNeme="recmranceClfReaction”/>

codeSystenVersion="2, 0" />

displaylame="recurrance0fReaction”/>

codeSystemVersion="2. 0"/

displayNeme="codedDrugInformation”/>

codeSystenVersion="%. 07/>

displayNeme="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="additional Information”/>

displayName="indication”/>

"6k 7.1.2a">

displayName="sonrceReporter”/>

displayNeme="indication”/>

"Gk 7.1 28"

¢value xsittype="CE” code="G,k 9.1.4" codeSystem="2.16.840. 1, 113883, 3,980.2. 1. 1. 18"

-~ G.k.9.i.4! Did Reaction Rectr on Re-administration? Drug #2, Reactien #1 —>
<outhoundRelationshipl typeCode="REFR™>

{actReference classCode="0BS" moodCode="EVN"> .
(id root="154eh88G-858b—452-a02{-42d4d6F465TE" />
{/actReference>

Z/outboundRalationshipi>
</ohservation>
{/outboundRelationship2>
<outhoundRelationshin® typeCode="FERT">
{observation classCode="ORS” moodCode="EVN">
(coda code="31" codeSystem="2.18, B40. 1, 113883, 3,980, 2. 1. 1. 19" codeSystemVersion="1.1"

(yalue xsiitype="CE” code="G. k. 9.1i.4" codeSystem="2. 16,840, 1, 113883, 3,989, 2, 1. 1. 16"

¢l=~ 6.k 9.1i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #2 ——>
<outboundRelationshipl typeCode="REFR™>

{actReference classCode="0BS" moodCode="EVN">
<id root="2haal8d6—cYef—4ebc~93e9-5bRG0LI14220" />
{/actReference>

</outboundRelationshipl>
</obzervation>
{/outhoundRelationship2>
<outboundRelaticnship? typeCode="REFR">
<observation classCode="0BS” moodCode="FEVN">
{code code="9" godeSystem="2. 16. 840, 1. 113883, 3. 689. 2. 1. 1. 18" cndeSy;;temVersioni”l. 1”

<value xsi:type="CE" eode="G.k. 10.r" codeSystem="2. 16, 840, 1, 113883, 3,589, 2. 1. 1. 17"

d— 6.k 10.r! Additional Information on Drug (coded) (repeat as necessary) H#2-1 —>
{/obgervation>
</outboundRelationship2>
<outboundRelationship? typeCode="REFR”> .
<ohservation classCode="0RS” moodCode="EVN">

{code cede="9" codeSystem="2, 16, 840. 1. 113883, 3. 989, 2. 1. 1. 19” codeSystemVersion="1,1"

¢value xsiztype="CE” code="G. k. 10.1" codeSystem="2. 16. 840, 1. 113883, 3.989.2. 1.1, 17"

<— G, k. 10, 2 Additional Information on Drug (coded) (repeat as necessarvy) H2-2 —>
{/observation>
</outboundRelationship2>
<ourthoundRelationship2 typeCode="REFR">
{chservation classCode="0BS" moodCode="EVN">
{code node="2" codeSystem="2. 16, 840, 1. 113883. 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1"

{value xsi!type="ST">G.k, 11</value>

{I— 6.k 11: Additional Information on Drug {free text) #2 —>

{fabservation>

{/outboundRelationship2>

<inboundRelationship typeCade="RSON™>
{observation classCode="0BS” moodCode="EVN">

<code code="19% codeSysten="12. 16.840, 1.113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1:1"
<value xsi:tyne="CE" code="0.k 7.1. %" codeSystem="2, 16. 840. 1. 113883. 6, 163" rodeSystemVersion=

¢ 6.k T.r.2a: MedBRA Version for Indication $2-1 —>
<l— 6.k 7.7.2b: Indication (MedDRA code) #2-1 —~>
{originalText>G. k. 7. r. 1{/originalText>
-~ 6.k 7.r.1: Indication as Reported by the Primary Source #2-1 —>
</valuel
<performer typeCode="FRE™>
{assignedEntity classCode="ASSIGNED">
<oode code="3" codeSystew="%2. 16, 840, 1, 113883, 3. 989, 2. 1. 1. 217 codeSystemVersion="1.0"

</assignedEntity>
{/perfarmer>

{/observation>

¢/inheundRelationship>

{inboundRelaticnship typeCode="RSON">
{observation classCode="0BS" moodCode="EVN">

<cade code="18" codeSysten="2. 16.840.1, 113883, 3.989. 2. 1. 1. 18" codeSystenVersion="1.1"
Cyalue xaiitype="CE" code="G.k.7.r.2b" codeSystem="2.14. 840, 1. 113883, 6. 163" codeSystemVersion=

{{— G.k. 7. r. 227 MedDRA Version for Indication #2-2 —
<l-— 6.k, 7.1.2bt Indication (MadDRA code) #2~2 -—->
{originalText>G. k. 7. r. 1</original Text>
<J— Gk 7.1.17 Indication as. Reported by the Primary Source #2-2 —>
{fyalue>
{performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED">
Ceode cade="3" codeSystem="2. 16, 540. 1. 113883, 3. 989, 2, 1. 1, 217 rodeSystemVarsion="1.0"
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displayName="sourceReporter” />
{/assignedintity>
</pexformer>
{/observation>
</inhoundRelationship>
{inboundRelationship typeCade="CAUS*>
<act classCode="ACT” moodCode="EVN">
{code code="G. k. 8" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 15" codeSystemVersion="2.0"/>
{!— G.k.8: Actien{s) Taken with Drug #2 —>
{/act>
</inhoundRelationship?
{/substanceAdministration?
</eomponent>
{/organizer>
{/subject0f2>
<subjectOf2 typeCede="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN">
{cade code="1" codeSystem="2. 16, 840, 1. 118883.3.980.5.1. 2. 2. 1. 11" codeSystemVersion="1, (* displayName="{5E DT
=0
{component typeCode="COME">
<observation classCode="0BS" moodCode="EYN">
{eode code="7" codeSystem="2. 16. 840. 1. 113883, 3. §89. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="
RmiliEE S :
<value xsiltype="INT" value="1"/>
<l— @eejz. 13, v, 11 BiHELE 1 —
{/obzervation>
{/camponent>
<{companent typeCode="COMP">
{ohservation classCode="0BS” moodCade="EVN">
{eode code="8" codeSystem="2. 16, 840, 1, 113883, 3, 989. 5, 1. 3. 2. 1. 10" codeSystenVersion="1. (" displayName="
MBS
{value xsiitype="ED">]2, 13.1. 2</value
<1— 888J2.13. 1.2 WHEH #1 —
{/observation>
</component>
{eomponent typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
¢ecde code="9" codeSystem="2, 16, 840, 1. 113883, 3. 989, 5.1.3.2.1.10” codeSystenVersion="1. ¢” displayName="
3R/
{value xsi:type="CE” code="J2. 13.1.3" codeSystem="2. 16. 840.1, 113883, 3. 084,5.1.3.2. 1. 77
codeSystemVersion="1, 17 /> .
<l— @8eJ2. 13.r. 3 BEFEHE 1 —
</observaticn>
{/component>
{component typeCode="COMP*>
{observation classCode="0BS” moodCade="EYN">
- {code code="10" codeSystem="2. 16. 840, 1, 113883 3.980.5.1. 3. 2. 1. 10" codeSystemVersion="1,0" dispiayName=
MREROEF T K"/

<value xsi:type="BL” value="true”/>
<I-- @212, 13.x. 4¢ HIEPOEHOFE 1 —>
{/observationy
{/camponent>
{/organizer>
{/subjectOr2>
<{subject0f2 typeCode="SR]">
{organizer classCode="CATEGORY” maodCode="EVN">
<code code="1" codeSystem="2 16. 840. 1. 112883, 3, 989, 5, 1, 3. 2. 1. 11" codeSystenVersion="1.0" displayName="j282 %%
=/
Leompanant typeCode="COMP™>
{abservation classCode="0BS” woodCode="EVN"> :
{code code="7" codeSystem="2. 16. 840, 1. 112883, 3, 089.5.1.3.2. 1. 10" codeSystemVersion="1,0" displayName="
T
<value xsi:type="TNT" walue="1"/>
{l-- 286]2.12.r. 1! FHEE 2 —
{/ohservation>
</component’
{eomponent typeCode="COMP™>
<observation classCode="0BS" moodCode="EVN">
{code cade="8" codeSystem="2, 16, 840, 1. 113883. 3. 989, 5. 1. 3. 2. 1. 16" codeSystemVersion="1.0" displayName="
HBFE />
{value xsiitype="ED">J2. 13.r. 2¢/valued
<1-- @08J2.13.r. 20 WHEHES H#2 —
</ohservation>
</component)
{component typeCode="COMP">
{observation classCode="0BS" moodCode="E¥N">
<code code="8" codeSystem="2.16. 840, 1. 113883, 3. 689. 5. 1. 3. 2, 1, 10" codeSystenVersion="1. 0" displayName="
FR3EHE"/> '

<value xsiitype="CE” code="J2, 13 r 2" codeSystem="2, 16, 540, 1, 113883. 3. 984.5,1.3.2. 1. 7~
codeSystemVersion="1.1"/>
I— @eear2, 13, v 3 PAWMR #2 —
{/observation>
</compeonent>
{component typeCode="COMP">
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<chservation classCode="0BS” moodCode="EVN">
’ Ceode code="10" codeSystem="2,16.840.1.113883.3.989. 5.1, 3. 2. 1. 10" codeSystenVersion="1.0" displayName=
BRI OEHOFE" />
<value xsi:type="BL" value="false”/>
l— @6@72, 13. v 4! BEFOEFOFE H2
{/observation>
. " {/conpenent>
{/organizer>
</subjectOf2>
<{/primaryRole
</subjectl>
{component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="EVN">
<eade code="20" codeSystem="2, 16. 840. 1. 113883, 3. 989, 2. L. 1. 19" codeSystemVersion="L 1" displayame="
interventionChaeracterization”/> . '
{yalue xsiitype="CE" code="G.%. 1" codeSystem="2. 16.840. 1, 113883, 3.989.2.1, L. 13” uodeSystamVersion="2.0"/>
(1=~ G.k. 1! Characterisation of Drug Role Drug #1 ——>
<subject? typeCode="SUBJ]"> .
{productlUseReference classCode="SBADM" moodCode="EVN">
¢id root="3c01b4db-e039-1a7a~9c30-67671b0efIed” />
</productUseReference
</subjecty
{/causal ityAssessment>
</component>
{companent typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EVN">
<code code="20" podeSystem="2.lﬁ.340.1.113883.3.989.2.1.1.19” codeSystemVersion="1. 1" displayName="
interventionCharacterization”/>
Cyalue xsiitype="CE® eode="6. k. 1" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 13° codeSystemVersion="2. 0"/>
¢!-= G.k. 1: Characterisation of Drug Role Drug #2 —>
¢subject2 typeCode="SUBJ">
<productlseReference classCode="3BAIM” mosdCode="EVN">
{id root="68d6f5ce—3bIb-45¢7-92dd-69e06730c3a0"/>
</productUseReference
</subject2>
{/causalityAssessment> .
</component> : o
{cowponent typeCade="COMP">
{eausalityAssessment classCode="0BS” moodCode="EVN"> '
{eode code="39" codeSystem="2. 16, 840, 1, 113883, 3.689,2.1,1, 19" codeSystemVersion="1. 1" displayName="causality”/>

Cyalue xsittype="ST"2G. k. 9, i, 2. 7. 3</valuer
¢<l—= 6.k 9,1, 2. 7. 37 Result of Assessment Drug #1, Reaction #1, Assessment #1 —>
<{methodCode>

CoriginalText»G. k. 8, i, 2, r. 2</original Text>

¢t G,k 8.1 2.1. 20 Method of Assessment Drug H1, Reaction #1, Assessment $1 —
{/methodCode>
Cauthor typeCade="AUT">

¢assignedEntity classCode="ASSIGNED™>

<code>
CoriginalText?G. X 8. L. 2, r. 1{/originalText>
¢l— 6. k.9.1i.2. 7. 1% Source of Assessment Drug #1, Reaction #1, Assessment #1 —>
</code>
</assignedEntitv>
{/author>

{subjectl typeCode="SUBJ">
{adverseEffectReference classCode="0BS" moodCode="EVN">
<id root="154ebBBI-958b-45f2-a02f-42d4d61 4657 />
{/adversebffectReference?
</subjectl>
¢subject? typeCade="SUBJ">
{productlUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4ddb-e039-4aTa-9c30-6767 Ib0efded™ />
< fproductlseReferenced
{/subject2r
</causalityAssessment>
</component
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EVN">
¢eode code="30" codeSysten="%, 16. 840, 1. 113883. 3. 980. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="causality”/>

<value xsi!type="ST">G. k 8 i. 2 r. 3</value>
¢1—G, |, 9. 1. 2. .3 Result of Assessment Drug #1, Reaction #2, Assessment #1 —>
<methodCede>

<originalTaxt>G. k. 9. 1. 2. 1. 2</originalText>

¢1—6.k.9.1.2.r. 2: Method of Assassment Drug #1, Reaction #2, Assessment #1 —>
{/methodCode>
<author typeCade="AUT">

¢assignedEntity classCode="ASSIGNED">

<code>
<priginalText>G. k. 9. 1. 2.r. 1¢/originalTexty
(-~ 6.k 8.i. 2.7 17 Source of Assessment Drug #1, Reaction #2, Assessment #1 —>
</code>
</assipnedEntity>
</author>

{subjectl typeCode="SURJ">
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{adverseEffectReference classCode="0B5” moodCode="EVH">
<id rODt:”Zba628dﬁ*c998’4650‘9339-5]3850}]3]4220’/)
¢/adverseEffectReference>
</subjectl>
{subject? typeCode="SUB]">
{productiseReference classCode="SPADM" moodCode="EYN*>
<id root="3c91b4d5-e035—4a7a—0c30-67671b0af0ed” />
</productUscReference)
{/subjectly
{/causalityAssessment>
{/conponent>
{component typetade="COMP">
<causalityAssessment classCode="0BS" moodCode="EYN")
{code code="38" codeSysten="2. 18, 840, L 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="eausality”/>
<value xsiitype="ST">G_ k.9.1i.2. r. 3¢/value>
1--6.k.9.1. 2.1, 3! Result of Assessment Drug #2, Reaction %9, Assessment #1 —>
<methodCode>
CoriginalText?G. k. 9.1, 2. r. 2¢/originaiText>
{I--6.k.9.1.2.r, 2: Method of Assessment Drug K2, Reaction #2, Assessment #1 —>
</methodCode> '
author typeCode="AUT™>
{assignedEntity classCode="ASSIGNED">
<{code>
<originalText>G. k. 9, 1. 2. r. 1</original Text>
{I— 6.k 9.i.2.1.1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
</code>
¢/assignedEntity>
</author>
<subjectl typeCode="SUB]"> .
{adverseEffectReference classCode="0BS" moodCode="EVN">
(id root="2Laa28d6-cSeb—4ebc—939-5b86003142207 />
</adverselflectReference?
{/subjecti>
<subject2 typeCode="SUB]">
{productUseReference classCode="SBADM" moodCode="EVN">
<id root="68dB8f5ce3bAb-45cT—02dd-69e06730e329" />
< /producilseReference>
{/subjecti>
</causalityAssessment?
</component> -
{component typeCode="COMP">
{causalityAssessment classCode="0R5" moodCode="EYN">
{code code="39" codeSystem="2, 16. 840. 1. 113883, 3,989, 2. 1. 1. 19”7 codeSystemVersion="1, 1" displayName="causality”/>
<value xsi:type="ST">G.k. 9. 1.2 r.3¢/value>
{J—6.k. 9.1.2.1.3: Result of Assessment Drug H#2, Reaction #2, Assessment H2 -—>
<methodCode>
(ariginalText)G.k.Q.i‘Q.r.2</originalText> ,
1—6.1.9.i. 2. 1. 2° Method of Assessment Drug #2, Reaction #2, Assessment #2 ——>
</methodCode>
<author typeCode="AUT">
" <assignedEntity classCode="ASSIGNED">

{code>
{originalText>C. k. 9. 1. 2. 1. 1</original Text?
<I— 6.k.8.i.2.7. 1" Source of Assessment Drug #2, Reaction #2, Assessment H#2 —>
{/coede>
{fassignedEntity>
</author>

<suhjectl typeCode="SUB]">
{adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2Zhan28d6-c9e8-4ebu—93a0~5b8600314220" />
</adversefffectReference>
</subjectl>
{subject2 typeCode="SUBJ"> )
<productlUseReference classCode="SBADM" moodCode="EVN">
{id root="68d6fEce-3b3b—4hc7-924d-69606730c3a97/>
</productlseReferenced
</subject2>
{/causalityAssessment>
</component>
{componentl typeCode="COMP”>
{observationEvent classCode="0BS" moodCode="EVN">
<code code="10" eodaSystem="2. 16. 840, 1, 113883. 3.688.2, 1, 1, 19” codeSystemVersion="1.1" displayName="comment”/>
{value xsi!type="ED">H. 2<{/value>
{!-- H.2: Reporter’s Comments —>
<author typeCode="AUT"»
{aszignedEntity classCode="ASSIGNED">
: <code code="3" codeSystem="2. 16.840, 1, 113883. 3. 986. 2. 1. 1. 21" codeSystemVersion="1.9" displayName="
sourceReporter” />
</assignedEntityy
</author>
</observationEvent>
</component1>
{componentl typeCode="COMP™>
<observationBvent elassCode="0BS" moodCode="EYN">
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>

<code code="15" codeSysten="2, 16. 840. 1. 113883. 3. 989, 2, L, 1. 18" codeSystenVersion="1, 1" displayRame="diagnosis”/>
<value xsiitype="(E” code="H.3.r. 1b” codeSystem="2. 16. 840.1, 113583. 6. 163" codeSystemVersion="H. 4. r. 12" />
<I— H. 3.r.1a: MedDRA Version for Sender’ s Diagnosis / Syndrame, and / or Reclassification of Reaction / Event #I —>
<= H.3.7.1b: Sender’s Diagnosis / Syndrome and / or Reelassification of Reaction / Event (MedDRA code) #1 —>
<author typeCode="AUT">
{assignedintity classCode="ASSIGNED”>
Ceode code="1" codeSysten="2. 16, 840.1, 113883. 3. 689, 2, 1, 1. 21" codeSystenVersion="1. 0" displayName="sender”/>
{/assignedEntity>
</author>
{/cbservationEvent>
</ component 1>
<componentl typeCode="COMP">
<observationEvent .classCode="0BS" moodCode="EVN">
{eode code="15" codeSystem="2. 16, 840. 1. 113883. 3,989, 2. 1. 1. 18" cadeSystenVersion="1. 1" displayName="diagnosis"/>
<value xsiitype="CE” code="H. 3.1, 1b” codeSysten="2. 16, 840, 1. 113893, 6. 163* codeSystemVersion="H, 3, r, 1a"/>
<I— H.2r. la: HedDRA Version far Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Bvent #2 —
<}— H. 3.1 1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Bvent (MedDRA code) H#z —
{author typeCade="AUT"> .
CassignedEntity elassCode="ASSTGNED™>
{code code="1" codeSysten="2, 16. 840. 1. 113883, 3, 98¢, 2. 1. 1. 21" codaSystemVersion="1. 0" djisplayName="sender”/>
{/assignedEntity>
</author>
{/observationEvent>
</component1>
{eomponentl typeCode="COMP">
{obzervationfvent classCode="0R3" moodCode="FEVi{*> :
{code code="10" codeSystem="2.18, 840, 1. 113883, 3. 989. 2, 1. 1. 19" codaSystenVersion="1 1" displayName="comment” />
<value xsi:type="ED">H, 4</value> '
{I-— H. 4. Sendet’s Comments —>
{author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
{code pode="1" codeSystem="2. 16, 840, 1, 113883. 3. 689. 2. 1. 1. 31" codeSystenVersion="1. 0" displayName="sendexr”/>
{fassignedintity>
{/author>
{/observationEvent>
</component1>
<eomponentl typeCode="COMP">
<observationfvent classCode="0BS" moodCode="FYN">
<code code="3" codeSystem="2. 16, 840, 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="s5Z T x4 5 o

{yalue xsiitype="ED"2J2. 7. 2¢/value>
A— B2 7.2 RETIHTA=AL b -
</observationEvent>
{/component1>
<eomponentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EYN">
<code code="4" codeSystem="2. 16. 840, 1, 113883. 3. 989. 5. 1, 3, 2. 1. 10* codeSystenVersion="1. 0* displayName="g 303 B R

<value xsi:type="ED">J2. Q({valueﬁ
— 8e6]2. 9: BHMEOHRRE -
{/observationEvent>
</component 1>
<componentl typeCades"COMP™>
{chservationfvent elassCode="0BS" moodCode="FVN">
<eode code="5" codeSysten="2, 16,340, 1. 173883. 3, 986, 5. 1.3. 2. 1. 10" codeSystemlersion="1, 0% displayName="4{% ORIR"/>
{value xsi:type="ED">J2.10</value>
<I— 88612, 10: SHOXIE —
{/observationEvent> '
{/component1>
{component]l typeCade="COMP">
{ohaervationEvent classCode="0BS" moodCode="EYN">
‘cade code="6" codeSystem="2. |6, 840. I. 113883.3. 989.5, 1, 3. 2 1. 10" codeSystenVersion="1. 0" displayName="# D il 5 & Hrm e

<value xsiitype="ED">J2, 11</value>
<l 8881211 ToMBEEEE
{/ohservationBvent>
</component 1>
{eomponent] typeCode="COME”>
{observationBvent classCode="0BS" moodCode="EYN"} '
{cade code="12" codaSystem="2, 16, 840. 1, 113883, 3. 689, 5. 1, 2. 2. . 107 codeSystemVersion="1,0" displayName="#& P2 NIES"

<value xsi'type="ED"7]J2, 16</valued
<-- 88012, 16: WERFOESR —
{/observationEvent)
</component1>
<componentl typeCode="COMP™>»
{cbservaticnEvent c¢lassCode="0BS" moodCode="EVN")>
{code code="13" codeSystem="2, 16, 540. 1. 113883. 5. 686, 5, 1. 3. 2. 1. 10" codeSystemVersion="1, 0" displayName="figZ1*/>
{value xsi:type="ED">J2.19</value>
<I-- eeagz.19: HF — '
</chservationBvent> -
</ componentiy
{ecomponentl typeCode="COMP”>
<observationEvent classCode="0B5" moodCode="EVYN">
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(eode code="14" codeSystem="2. 16, 840C. 1. 113883. 3.989,5,1,3.2. 1. 10" codeSystemVersion="1.0" displayName="{%2"/>
Zvalue xsi:type="ED">J2,20</value> :
<|— e@dJe. 200 EE2 —
{/observationEvent>
{/componentl’
(componentl typeCode="COMP™>
CobservationEvent classCode="(B3” moodCode="EVN">
Conde code="15" codeSystem="2. 16. 840, 1, 113883, 3. 989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayNeme="f%3"/>
Cyalue xsiitype="ED">J2.21<{/value>
(|-- BoRJ2.21: {HE3 —>
{/abservationEvent>
{/componentl’
Ceomponentl typeCode="COMP™>
CobservationEvent classCode="0BS” moodCode="EVN">
Ceode code="16% codeSystem="2. 16, 840, 1, 113882, 3. 985.5.1. 3. 2. 1. 107 codeSystenVersion="1. 0" displayName="fE&41"/>
Zyalue xsiitype="ED">]2. 22</value> '
<l-- BERJ2. 22 (%4 —
¢/ohservationEvent>
{/componentli?
< fadverseFventAssessmentd
</component>
{component typeCode="COMP™>
<obaservationEvent classCode="0BS” moodCode="FVN">
¢code code="1" codeSysten="2. 16, 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
additionalDocumentsdvailable”/>
¢yalue xsiitype="BL® value="true”/>
<!l— C.1.6.1: Are Additional Documents Available? ——
{/observationEvent>
</component?
{component typeCode="COMP">
Cobservationkvent elassCode="0BS" moodCode="EVN">
Leode code="23" codeSystem="2. 16, 840, 1. 112883,3.989.2. 1, 1. 197 codeSystemVersion="1, 1" displayName="localCriteriaForExpedited”/

<yalue xsi:type="BL" value="true”/>
<l-— C,1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? ——>
</cbservationEvent>
{/component’
<component typeCode="COMP">
{observationEvent classCode="0BS” moadCade="EVN">
<code code="56" codeSystem="2. 16. 840, 1. 113883, 3,889. 2. 1. 1, 19" codeSystemVersion="1,1" displayName="summaryAndComment”/>
<yalue xsiitype="ED” language="H. 5.1, Ib">H. 5. r. lad/valuel
¢]— H.5.r. la; Case Summary and Reporter’ s Comments Text # —>
¢{1— H 5.r. 1b: Case Summary and Reporter’s Comments Language #1 -—>
¢author typeCode="AUT">
<assignedEntity elassCode="ASSIGNED™>
¢code code="%" codeSystew="2, 16, 840, 1. 113883.3. 980, 2,1.1.21” codeSystemVersion="1.0" displayName="reporter”/>
{fassignadBEntity>
</author
</cbservationEvent?
{/component>
{eomponent typeCode="COMP™>
¢observationEvent classCode="0BS” moodCode="EVN">
¢oode code="36" codeSysten="2. 16. 840. 1. 113883.3.980. 2. 1. 1. 18" codeSystemVersion="1,1" displayName="sumraryAndComment” />
¢value xsi:type="ED” language="H.5.r.1b">H. 5. 1. lad/value> :
¢}— H. 5. v, la! Case Summary and Reporter's Comments Text HZ —>
¢J~~ W 5.7. 1b: Case Summary and Reporter's Comments Language #2 —>
Cauthor typeCode="AUT™>
{assignedBntity classCode="ASSIGNED"> ,
leode code="2" codeSystem="% 16, 840, 1 113883. 3. 989.2.1,1.21" codeSystemVersion="1.0" displayName="reporter”/>
{/nssignedEntity>
</author>
</observationBvent?
</eomponent>
{outhoundRelationship typeCode="SPRT">
<relatedlnvestigation classCode="INVSTG" moodCode="EVR">
(eode code="1" codeSystem="2. 16, 840.1, 113883.3.989. 2. 1. 1. 227 codeSystemVersion="1,0" displayName="initialRepart”/>
{subjectOf2 typeCode="SUB]">
CeontrolActEvent classCode="CACT” moadCode="EVK">
<author typeCade="AUT™>
{assignedEntity classCode="ASSIGNED">
¢eode code="C. 1.8.2" codeSysten="2. 16, 840. 1. 113883. 3.989. 2. 1. 1.3" codeSystemVersion="2, §"/>
¢!— €.1.8.2¢ First Sender of This Case¢ —>
{/assignedBntity>
</author>
{/eontrolictEvent>
&/subjectOfEy
¢/relatedInvestigation>
{/outboundRelationship?
¢outboundRelationship typeCode="SPRT">
¢relatedInvestigation classCode="TNVSTG" moodCode="FEVN">
<code mullFlavor="NA"/>
{subjectOf2 typeCode="SUBI">
{controlactEvent classCode="CACT” moodCode="FVN">
¢id extension="C, 1.10.¢" root="2 16, 840.1.113883. 3. 486. 2, 1. &. 2°/>
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¢l=- C.1.10.+: Identification Numher of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
{/controlictEvent>
</subjectOf2>
{/relatedInvestigation>
¢/outhoundRelationship?
{outhoundRelationship typeCode="SPRT">
(relatedInvestigation classCode="TNVSTG” moodCode="EVN™>
¢code nullFlaver="KA"/>
(subjectﬁ)fz typeCode="SEB]">
SeontrolActEvent classCode="CACT" moodCode="EVN">
<id extemsion="C.1.10.r" root="% 16.840. 1. 113883, 3.980.2,1.3.2"/>
{J== €.1.10. ! Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 -
</controlActEvent>
</subject0f2>
¢/yelatedInvestigationd i
¢/outboundRelationship> :
CoutboundRelationship typeCode="SPRT">
{priorityNumber value="1"/>
{l-= €.2. 7.5 Primary Source for Regulatory Purpases #1 —>
(relutedInvestigation classCode="TNVSTG" moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1. 113883, 3,980, 2, 1, 1. 22° codeSystemVersion="1,0" displayName="sourceReport”/>
{subject0f2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode=" EVN >
<auther type_Code— ABT">
¢assignedEntity classCode="ASSIGNED">
<addr>
{streetAddressLineC. 2.x. 2. 3</streetﬂddressLme)
{!— €. 2.1.2.3" Reporter’s Street #1 —>
CeitydC. 2. 2, 4</city>
¢(]— C.2.r.2.4! Reporter’s City #1 —>
{statedl. 2, r. 2.-5¢/statel
¢l— C.%.7. 2. 5! Reportex' s State or Province il —>
<postalCode>C, 2, 1. 2, 6</postal Code>
£l 0, 2.7.2. 61 Reporter’ s Postcode #1 —>
{faddr>
{(telacom value="teliC.2.1.2. 77/>
¢}~- G, 2.r.2.7: Reporter's Telephone #1 —>
{assignedPerson clagsCode="PSN" determinerCode="INSTAKCE”>
<nane?
<prefixdC. 2. r. 1. 1/ prefixy
== €, 2.1, 1, 17 Reporter’s Title $1 —>
<giverdC. 2. 1. 1. 2<{/given>
b= €. 2. 7. 1. 2! Reporter’ s Given Name #1 —>
{given»C, 2. r. 1. 3/ given>
<l— €.2.7.1.3! Reporter’ s Widdle Name #1 —>
Cfapily>C, 2. v, 1. 4¢/ Tamilys
{]— C.2.r.1.4: Reporter’ s Family Xame #1 —>
{/name>
¢asQualifiedEntity classCode="QUAL">
(code code="C. 2. r.4" codaSystem="2. 16. 840, 1. 113883 3,089, 2 1,1, 6" codeSystemVersion="2.0"/>
<I— g0 v 4 Qualification #1 —
(fas@ualifiedfntity>
<asLocatedfntity classCode="LOCE">
Clocation classCode="COUNTRY” determinerCode="INSTANCE™>
Coade code="C, 2. r.3" codeSystem="1. 0. 3168, 1. 2.2"/>
{l— C.2.r.3: Reporter’ s Comtry Code #1 —
{/location?
{/aslocatedEntity>
</assignedPersony
¢representeddrganization classCode="0RG” determinerCode="INSTANCE">
<name>C. 2. r. 2. 2</name>
{1— €. 2.r. 2.2 Reperter’ s Department §1 —>
<assignedEntity classCode="ASSIGNED">
¢representedOrganization classCode="ORG” determinerCode="INSTAKCE™>
{name>C. 2. 1. 2. 1</ name>.
{|— €.2.1r.2. 1% Reporter’ s Organisation #l —> °
{/representedOrganization>
{/assignedEntity>
</representeddrganization?
</assignedEntity>
{/author>
</eontrol ActEventy
</subjectOf2>
{/relatedlnvestigation>
{/outboundRelationship>
¢authoundRelationship typeCode="SPRT™>
¢relatedInvestipation classCode="INVSTG” moodCode="EVN">
¢node code="2" codeSystem="2. 18, 840, 1. 113883, 3. 980, 2. 1. 1. 22" codeSystemVersion="1.0" displayName="sourceRepart” />
(subjectOf2 typeCode="SUB]">
<eontrolActBvent classCode="CACT” meodCode="EVN™>
<author typeCode="AlT">
¢assignedBntity elassCode="ASSIGNED">
<addr?
{streetAddresslinedC. 2. 1. 2. 3¢/ streetAddrassline?
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I~ C.2,1.2,3) Reporter’s Street #2 —>
{eitydC 2. v, 2. 4 eityd
<I— C.2.r.2. 4 Reporter’s City #2 —
<stateC. 2.r. 2, B /stated
1-~ C.2.1.2.5: Reporter’s State or Provinece #2 —>
{pastalCode>C. 2. r. 2. 6</postalCode>
<J— C.2.1.2.6: Reporter’ s Postcode #2 —>
{/addr>
<telecom value="teliC, 2.1.2. 7°/>
{I— C.2.1r. 2. 7: Reporter’s Telephone #2 ——>
<{agsipgnedPerson classCode="PSN” determinerCode="INSTANCE">
{name>
<prefix>C. 2.1, I. 1</prefix>
<I— €.2.r.1.1: Reporter’s Title §2 —>
{given>C. 2. 1. 1. 2{/given>
<= .27, 1,21 Reporter’ s Given Name #2 -
<{given>C, 2.r, 1. 3{/given>
<)== €. 2.1.1.3: Reporter's Middle Name #2 —>
{familyrC. 2.1, 1, 4¢/Family>
{I— €. 2.r.1.4: Reporter’s Family Name #2 —>
</name>
<asQualifiedEntity classCode="QUAL">
{code code="{, 2,1.4” codeSystem="2. 16. 840. 1. 113883, 3, 980. 2. 1. 1. 6" codeSystemVersion="2, ¢*/>
<l— . 2.r. 4 Qualification #2 —>
</asQualifiedBntity>
<asLocatedEntity classCode="LOCE">
{location classCode="COUNTRY” deteriminerCode="INSTANCE™>
<code code="C.2.1.3" codeSystem="1.0.3166.1,2, 2"/>
{I-= C.2.r.3: Reporter’s Country Code #2 ——>
{/location>
{/asLocatedEntity>
{/assignedPerson)
{represented0rganization classCode="0RG" determinerCode~"INSTANCE">
<name>C. 2. r. 2. 2</name>
(== C.2,1.2. 27 Reporter's Department #2 —>
{assignedEntity clasaCode="ASSIGNED"> .
{representedOrganization classCode="0RG” determinerCode="INSTANCE">
{name>C, 2, x. 2. 1</name>
<}— C.2.r.2,1: Reporter’ ¢ Organisation #2 —»
{/representeddrganizationd
{/assignedbntity>
{/representedOrganization?
</assignedEntity>
{/author>
{/controlActEvent)
{/sltb jectOf2>
{/relatedInvestigationd
</outboundRelationship> )
{subjectOf1 typeCode="SUBI">
<{eontrolActBvent classCode="CACT” moodCode="FVH">
Cauthor typeCode="AUT">
<assignedfintity classCode="ASSIGNED">
<code code="C.3.1" codeSysten="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 7" codeSystenVersion="2 0”/>
<{I— €. 3.1: Sender Type —>
<addr>
<streetAddressline>l, 3, 4, 1{/streetAddressline>
<1— €.3.4.1: Sender’ 5 Street Address —->
<eity>C 3. 4. 2</city>
== .3, 4, 2! Sender’s City —>
{statedC. 3, 4. 3¢/stated
{l— C.3.4.3: Sender’ s State or Province —>
<postalCode>C. 3. 4. 4{/postalCade>
{l— C.5.4.4: Sender’ s Postcode —>
{Saddr?
{telecom value="tel:C.3.4.6"/>
¢}— €.3.46: Sender’ s Telephone —>
<telecom value="fax:C. 3.4.7"/>
I C.3.4.7: Sender's Fax —>
<telecom value="mailto:C, 3, 4. 8"/>
{{— .5.4.8! Sender's E-mail Address ——>
<assignedPerson classCode="PSN” determinerCode="TNSTANCE">
{name>
{prefix>C. 3.3, 2{/prefix>
{I— €.3,3.2: Sender’s Title —>
<givenrC. 3. 3. 3¢/given>
<l— C.3.3.3: Sender’s Given Name —>
{given>C. 3. 3. 4¢/given)>
<I-- €.3.3. 4! Sendsr’ s Middle Nape —>
Cfamily>C. 3. 3, 5</Family>
<}— €£.3,3,5: Sender’ s Family Name ~—>
{/name>
<asLacatedBntity classCoda="LOCE">
{location classCode="COUNTRY" determinerCode="INSTANCE">
<ecode code="C, 3, 4.5” codeSystem="1.0.3166.1,2, 2"/
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<1-- €.3.4.5: Sender’s Country Code —»
<{flocationr
</aslocatedEntity>
</assignedFPerson>
{representeddrganization classCode="0RG" determinerCode="INSTANCE">
<name>C, 3. 3. 1{/name>
<l-- €. 3.3.1: Sender’ s Department ——>
{assignedEntity classCode="ASSIGNED”>
{representeddrganization classCode="0RG" daterminerCode="INSTANCE™D
<name>C, 3, 2{/name>
<!— C.3.2: Sender’s Organisation ——>
{/represented0rganization
{/assignedEntity>
<frepresentedOrganization?
{/assignedEntity>
{/author>
<primaryInformationRecipient typeCode="PRCP">
{assignedEntity classCode="ASSTGNED”>
<assignedPerson classCode="PSN” determinerfode=" INSTANCE™>
<name>
(prefix>J2, 18, 2¢/prefizx)>
<I— 8e012.18.2: BiEHE RFEE
<{family>J2. 18. 3</family)
<1— geer2. 18,3 BEE & —
{givenr]2, 18, 4¢/given>
{J— @08Y2.18. 4 FEL 4 —
</name>
</assignedPerson?
<represented{rganization classCode="0RG" determinerCode="INSTANCE">
<name>J2. 18, 1</name>
<|— eeer2 18.1: BEEE BEL —
“ ¢/representedOrganization
</assignedEntity>
</primaryInformationRecipient>
</eontrolActEvent
{/subject0f1>
{suhjectOf] typeCode="SUB]">
{controlictEvent classCode="CACT" moodCode="BYN">
{id assigninghutherityName="C.1.%. 1.r.1" extension="C.1.9, 1.1.2" root="2. 18, 840. 1. 113883, 3, 080, 2, 1, 2.3"/>
A= C1.9. 1117 Source(s) of the Case Identifier (repeat as necessary) #1 —
4~~ C 1,8 1.1 2 Case Identifier{s) #1 —>
{/controlictEventy
{/subject0f1>
{subject0f1 typeCode="SUBJ">
{controlActEvent classCode="CACT" maodCode="EVN">
<id assigninghnthorityName="C.1. 9. 1.r. 1" extension="(. L & 1. x. 2" rost="2, 16. 840, 1, 112883, 3. 080, 2. 1. 3.3"/>
{l— C.1.9.%L.r.1: Source(s) of the Case Identifier (repeat as necessalry) H2 —>
{I-= € 1.8, L. 2 Case Identifier(s) #2 —>
</controlActBvent>
{/subjectOf1>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic elassCode="0OBS" moodCode="EVN">
<code code="1" codeSystem="2. 16. 840.1. 113883, 3. 888, 2, 1. 1. 23" codeSystemVersion="1.0" di splayName="1chReportType” />
<value xsiitype="CE” code="C.1.3" codeSysten="2. 16. 840.1.113883.3.989, 2, 1. 1. 2" codeSystenVersion="2, §”/>
<I-- ¢, 1.3 Type of Report —>
</investigationCharacteristied
</sub jectOf2y
<subjectOf2? typeCode="SUBJ">
<investigationCharacteristic elassCode="0BS" moodCode="EYN">
<code code="2" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2. 1, 1, 23" codeSystenVersion="1.0" displayName="otherCaselds”/>
<value xsi:type="BL” value="irue"/>
<l— C.L.9.1 Other Case Identifiers in Previous Transmissions —
</investigationCharacteristicd
{/subjectOf2>
<subjectOf2 typeCode="SUB]">
¢investigationCharacteristic classCode="0RS”" moodCode="EyN"> .
{code code="3" codeSyster="2. 16.840. 1. 113883, 3, 989, 2, L. 1. 28" codeSystemVersion="1,0" displayName="nullificationAnendmentCode”/

<value xsittype="CE" code="C.1.11.1"” codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 5 codeSystemVersion="2, 0*/>
<I— C.L11,1: Report Nullification / Amendment —>
</investigationCharacteristicy
{/subject(f2>
{subjectOf2 typeCode="SUR]">
JinvestigationCharacteristic 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">
<originalTextdC, 1. 11 2{/original Text)>
<}=- €.1.11. 2! Reason for Nullification / Amendment —~>
<fvalued
</investigationCharacteristic)
{/subject(f2y -
{subject0t2 typeCode="SIRJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN">

-5 -




[

{code code="1" codeSystem="2. 16.840.1.113883,3,989.5.1.3. 2.1, 12" codeSystenVersion="1. 0" displayName="fHRHEE GRELE "H
Cvalue xsi:type="CE" code="J2.1a” codeSystem="2.16.840. 1, 113883, 3.989.5.1.3.2. 1. 1" codeSystemVersion="1.1"/>
I— e8a12. la: MAE S (BELE) —
{/investigationCharacteristic>
{/sub jectOf2>
<subject0f? typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="2" codeSystem="2. 16.840.1. 113883.3.98%.5.1.3,2,1.12" codeSystemfersion="1. 9" displayName="85EB A"/
<value xsistype="TS" value="20130107"/>
— @geJa. 2.1 MERRAE —
</investigationCharacteristic>
</sub ject0f2>
¢subject0f? typeCode="SUR]">
<investigationCharacteristic ¢lassCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2.16.840. 1. 113883, 3, 989, 5.1.3. 2. L 12 codeSystemVersion="1, 0" displayName="8EEERICETDHa A

<value xsiitype="ED">J2. 2. 2</value>
<1— gaaJe. o2 BERFAICETANALE —
</investigationCharacteristic>
¢/subject0f2>
{subject0f2 typeCode="SUB]"™>
CinvestigationCharacteristic classCode="0RS” moodCode="EVN">
{code code="4" codeSystem="2.16.840, 1, 113883, 3. 989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="RIFF8E 7 7 27" />
¢value xsiitype="CE” code="J2.3" codeSystem="2.16.840.1. 113883, 3,089,5.1. 3.2, 1.2" codeSystemVersion="1, 1"/>
- 8pR12, 3 EIWEERE VTS >
</investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBI">
¢investigationCharacteristic classCade="0BS” moodCode="EVN'™>
(eode code="E" codeSystem="2. 16. 840, 1, 113883, 3, 989, 5.1, 3, 2. 1, 12" codeSystemVersion="1, 0" displayName="HUEH SN 7 F 7"/
<value xsi:itype="CE” code="I% 8.1" codeSystem="2.16. 840, 1. 113883, 3.989. 5. 1. 3. 2. 1. 6” codeSystemVersion="1.1"/>
<]— e@eJ2. 3. 1: |MEREA TS —
</investigationCharacteristic>
{/subject0i2>
<{subject0r2 typeCede="SURT">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
¢code code="8" codeSysten="2. 16.840.1, 113883. 3. 986, 5, 1.3, 2. 1. 12" codeSystemVersion="1. ¢ displayName="8{F¥HHOEA"/>
{value xsi:type="ED">J2. 8. 2</value
— e@eJz. 8. 2: MERGIOHEE —

</investigationCharacteristic>

</subject0f2>
</investigationEvent>
{/subject>
{/control ActProcess?
</PORR_INO49016UV>
{|— Megsage $1 —>
<{I— Message #2 —>

<|-— PORR_IR(Q49016UV —>

{}— /PORR_TNO49018UV ——>

¢!— Message #2 —>

{receiver typaCode="RCV">

<device clas
<id extel
<I—N1
</device>
{/receiver>

sCode="DEV” determinerCode="INSTANCE">
nsion="K. 1.4" root="2, 16,840.1. 113883, 3.989. 2. 1. 3. 14" />
.4: Batch Receiver Identifier —>

{sender typeCode="SND">
{device classCode=*DEV” determinerCode="INSTANCE">

<id exte
d—xN1
</devicer
{/sender>
</MCCI_IN200100UVC1>

nsion="N, 1. 3" root="2.16, 840.1.113883, 3, 989. 2. 1.3, 13"/>
,3: Batch Sender Identifier ——>
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XMLBHEA v AR A (S ﬁﬁﬂnn {EdEat )
<Pyml version="1.0" encoding="UTF-8"?>

Q§CC1_IN200100UV01 TTSVersion="XML_1. 0" xsi:schemalocation="urn:hl7-org:v3 MCCL _TN2001000V01, x5d” xmlns="urn:hi?-org:v3” xmlns:xsi="http://www. wi. org/
2001,/ ¥MLSchema-instance”>
¢id extension="N, 12" root="2. 16.8540.1. 113883.3.089. 2. 1.3, 22"/>
¢}~ W.1.2: Batch Number —>
Coreationfime value="20101214151617"/>
{!— N.1,5: Date of Batch Transmission —>
(rasponseodeCode code="D"/>
{interactionId extension="MCCI_IN200106UV01" reot="2.16. 840, 1. 113883. 1.6"/>
Cname eode="N. 1. 1" codeSystew="2. 16, 840. 1. 113883. 3. 089, 2. 1. 1. 1" codeSystemVersion="20"/>
{I— N:1.1: Type of Messages in Batch —>
{!— Message #1 —>
<PORR_INO49016LV,
<id extension="N. 2.r.1” root="2, 16.840.1 113883, 2.980.2,1.3.1"/>
{le= 1T, 2, r, 1 Message Identifier —>
<ereationTime value="20101214151617"/>
{l-— N.2.r. 4 Date of Message Creation —>
¢interactionld extension="PORR_INO49018UV" root="2. 16,840, 1. 113883, 1. 6" />
{processingCode code="P"/>
{processingModaCode eade="T"/>
{acceptAckCode code="AL"/>
{receiver typeCode="RCY">
<device classCode="DEV* determinerCode="INSTANCE">
{id extension="N.2.r.3" root="2, 16,840, 1.113883.3.089.2.1.3 127/
{I— N 2.1.3: Message Rccewer Identifier —
</devices
{freceiver>
<gender typeCode="SND">
{device classCode="DEV” determinerCode="TNSTANCE™>
¢id extension="N.2.r 2" root="2.16.840. 1. 113883, 3, 985. 2, 1. 3. 11"/>
¢— N,2.r.2! Message Sender Tdentifier —>
{/device> b
</sender>
{oontrolActProcess classCode="CACT” moodCode="EVN">
‘onde code="PORR. TRO48016UV" codeSystem="2. 16, 840. 1. 115883. 1. 18"/>
{!— HL7 Trigger Event ID —>
LeffectiveTime value="201012141516177/>
<}— C.1.2! Date of Creation —>
<subject typeCode="SUB]">
¢investigationfvent classCode="INVSTG” moodCode="EVN">
{id extension="C.1.1" root="2, 16, 840. 1. 113884. 3,980, 2. 1.3.1"/>
<l— ¢.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"/
¢1— €, 1.8 1: Worldwide Unique Case Identification Number —>
<id extension="J2 16" root="2.16.840. 1. 113863, 3.989.5.1.8.2.3.1"/>
¢l-- epe12 1b: BBEES (FE) —
<eode code="PAT_ADV_EVNT” codeSystem="2. 16. 840, L, 113883, 5, 4"/
{textyH. 1/ text>
¢l-— H.1: Case Marrative Including Clinical Course, Therapestic Measures, Outcome and Additional Relevant Information —>
{statusCode code="active"/>
<— @eBJ2. 7.1 SET. RETES —>
{effectiveTime
law value="20096101"/>
¢I— C.1.4: Date Report Was First Received from Source —=>
{feffectivaTime?
<availabilityTime value="20080101"/>
<]— C.1.5: Date of Most Recent Informatijon for This Report -
{reference typeCade="REFR">
<document classCode="DOC" moodCade="EXN">
Coode code="1" codeSystem="2.16.840.1. 1153883, 3,989.2, 1. 1.27" codeSystenVersion="1. 0" displayName="documentsHeldBySender” />
<title>C, 1, 6. L r. 1¢/titled
<|— C.1.6.1.r. L} Bocuments Held by Sender (repeat as necessary) #1 —>

Ctext medizType="zpplieation/pdf” representation="B64">C.1 6.1 r. 2¢/text>
- €. 1.6, 1.r.2: Included Documents #1 -—>
£/document’
</reference?

<refererice typeCode="REFR">
<document classCode="DAC" moodCade="EVN">
¢onde code="1" eodeSystem="7. 16, 840, 1. 113883, 3, 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
{titlesC. 1.6, L. r. 1</title>
¢1— €. 1,6, 1, r.1: Documents Held by Sender (repeat as necessary) #2 —>
¢text mediaType="image/ipeg” representation="B64” compression="DF">C. 1 6.1 1 2¢/text> -
<I-- . 1.6 1.1, 2 Included Documents #2 —->
</document>
{/refarence>
¢reference typeCode="REFR™>
Zdocument classCode="D0C" moodCode="EVN™>
Coode code="2" codeSysten="2. 16. 840. 1. 113883. 3, 989, 2, 1, 1, 27" codeSystemVersion="1.0" displayName="literatureReference”/>
{title>J2. 17 rd/title
<1— @eeyz. 17.x WBL HROSE 11 >
Ctext mediaType="application/pdf” representation="B64">C. 4.r.2¢/text’
|-~ €. 4. 1. 2! Included Documents #1 —>
<bibliographicDesignationText>C. 4, r, 1</bibliographicDesignationText>
<!— C.4.r.1: Literature Reference(s) #I —




{participation typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{representedOrganization eclassCode="0RG” determinerCode="TNSTANCE">
{asLocatedEntity ¢lassCode="LOCE">
{location classCode="COUNTRY” determinerCode="TINSTANCE">
<vode code="]2, 15.r" codeSystem="1,C. 3166.1.2.2"/>
{l— 868]2. 15.r BHERE #1 —
</location>
{/asLocatedEntity>
{/representedrganizationy
</assignedEntity>
{/participation>
{/document>
{/reference>
<reference typsCode="REFR”>
<{document classCode="DOC” moodCode="EVN")
{code code="2" codeSystam="2, 16. 840. 1. 113863. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1iteratureReference”/>
<titledJ2. 17, r{/title>
— ee6Iz. iT.x WEHRONE £2 -
<text mediaType="application/pdf” representation="B64">C. 4.1, 24/ texty
<I-- C.4.r. 2! Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1<{/bibliegraphicDesignationText>
<|— C.4.r.1: Literature Reference(s) #2 —>
{participation typeCode="AUT">
<assignedBntity classCode="ASSTENED">
<yepresentedlrganization classCode="0RG” determinerCode="TNSTANCE">
<asLocatedFntity classCode="LOCE™>
{location classCode="COUNTRY” determinerCode="TNSTANCE">
<code code="J2.15.1" codeSystew="1.0.3166.1.2.2"/5 a
<— @@pJe. 15, r AFRE H2 —
</location>
</aslocatedBntity>
<{/representedirganization?
{/assignedfntity>
</participation>
</document>
{/reference>
{component typeCode="COMP">
<adverseBventAssessment classCode="INVSTG" moodCode="EVN">
¢subjactl typeCode="SBI">
<primaryRole classCode="INYSBJ]”>
{playerl clagsCode="PSN” determinerCode="TNSTANCE">
<name>D. 1< /name>
{{— D.1! Patient {name or initialg) =
<administrativeGenderCode code="D.5" codeSystem="1.0. 5218"/>
U—D.5 Sex —> ’
{role classCode="PRS">
‘code cade="PRN" codeSystem="2. 16. 840. 1. 113883, 5, 111"/>
{associatedPersan clageCode="PSN” determinerCode="INSTANCE">
{/associatedPerson>
{suhjectOf2 typeCode="SB]"3
{organizer classCode="CATEGORY” moodCode="EVN")»
{code code="2" codeSystem="2.16.840. 1. 113883, 3, 988, 2. 1. 1. 20" codeSystemVersian="1, 0" displayName="
druglistory” />
{/organizer>
{/subject0f2>
$/role>
</playerl>
{subjectOf1 typeCode="SBI">
{rosearchStudy classCode="CLNTRL" moodCode="EVN">
<id extension="C.5.3" root="2, 16, 840, 1, 113883. 3. 989. 2. 1. 3. 57/>
<I— .5, 3! Sponsor Study Number —>
Ccode code="C. 5, 4" codeSystem="2. 16. 840, 1. 113883.3.988, 2, 1, 1, 8” codeSystemVersion="2. 0°/>
<l-— C.5.4: Study Type Where Reaction{s) / Bvent(s) Were Observed —>
{titledC, B, 2¢/titled
<I— C.5.2: Study Nawe —>
<authorization typeCode="AUTH™>
<{studyRegistration classCode="ACT" moodCode="EYN">
<id extension="C,5.1.r.1" root="2, 16.840. 1. 113883, 3. 989, 2. 1. 4. 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.r.2" codeSystem="1. (. 3166. 1.2, 2"/>
{J=- .5 L r. 2: Study Registration Country #1 —
{/governingPlace>
</territorialAuthority>
</author>
<{/studyRegistration>
{/authorization>
<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" />
- C.5 Lr.1 Study Registration Number #2 -~
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{author typeCode="AUT">
{territorialAvthority classCode="TERR”>
<{govarningPlace classCode="COUNTRY” determinerCode="INSTARCE”>
<eode code="C.5; 1.1 2" codeSystem="1.0,3166.1.2.2"/>
t== C.B.1.r.2: Study Reglstratmn Commtry #2 —>
</governingPlace>
</ten‘1tor1a1.kuthar1ty)
-~ </author>
</studyRegistration?
{/authorization>
{/researchStudy>
</suhject0f1> '
<subjectOf2 typeCode="SBI">
{pbzervation classCode="085" moodCode="EVN*>
eade code="3" codeSystem="2. 16.840.1, 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="age"/>
<value xsiitype="PQ” value="10" unit="D. 2. 2b"/>
{!—D.2.2a: Age at Time of Onset of Reaction / Event {rmumber) —> .
{I— D.2.2b7 Age at Time of Onset of Reaction / Event {unit) —>
{/chservation>
</subject0fz
<subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
code code="16" codeSystem="2, 16, 840, 1. 113863, 3. 888. 2. 1. 1. 19" codeSystemVersion="1,1% displayName="

gestationPeriod” />
<yalue xsiitype="P§" value="10" unit="D. 2.2, 1b"/>
¢l— D.2.2. 1a! Gestation Period When Reacticn / Event Was Observed in the Foetus {number) —>
{I—D.2.2.1b! Gestation Period When Reaction / Event Was Observed in the Foetus {unit) ——»
{/observation>
</subjectdf2>
<subjectOf2 typeCode="SBI">
<observation classCode="0BS” moodCode="EVN” >
{code code="4" codeSystem="2. 16, 840, 1. 113883.3.989. 2, 1, 1. 18" codeSystemVersior="1, 1" displayNeme="ageGroup”/>
Kvalue xsiitype="CE” code="D. 2 3" codeSysten="2.16.840. 1. 113883, 3, 989, 2, 1. 1.9 codeSystemVersion="2, 07/>
<{I—1D.2.3: Patient Ape Group (as per reporter) -->
</observationy
$/subject0f2>
{subject0f2 typaCode="5BI">
Kobservation classCode="0BS" moodCode="BVN">
<eode code="T" codeSystem="2.16. 840, 1. 113863, 3. 985.2. 1. 1. 19" codeSystemVersion="1,1" displayName="bodyWeight"/
>

<value x51:type="PQ" value="48, 2" unit="kg"/>
¢{I— D. 3! Body Weight (kg) —>
{/ohservation>
</subject0f2>
<subjectDf? typeCode="8B]*> .
<observation classCode="0BS" mnodCode="EYN’>
Seode code="17" codeSystem="2. 16. 840, 1, 113883, 3,980 2.1, 1. 19" codeSystemVersion="L 1" displayName="height”/>
{value xsi:type="PQ" value="152" unit="em"/>
¢}— D.4: Height {cn) —>
{/observationy
</subjectOf2>
<subject0f2 typeCode="SB]">
{observation ‘classCode="0BS” moodCade="EVN"»
eode ¢ode="17" codeSystem="2, 16. 840.1.113883.3. 989, 5. 1. 3. 2.1. 10" displayName="lastMenstrualPeriodDate” />
{value xsi:type="CE" code="]2. 28" codeSystemVersion="1.0" codeSystem="2. 16, 240, 1. 113883. 3,980, 5. 1. 3. 2. L. 16" />

KU gearo. 28 EIROHE —
</observation>
</subjectOfd>
<subjectOf2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="E¥N">
{cade code="1" codeSystem="2. 16, 840. 1. 113883. 3. 888, % 1. 1. 20" codeSystemVersion="1, 0" displayName="
relevanthledlcal}ilstary.&ndConcurrenLCondlt1ons "4y
<eomponent typeCode="COMP™>
{chservation classCode="0BS" moodCode="EVN">
{eode code="D, 7. L.r.1b" codeSysten="2. 16. 840, 1, 1123883, 6. 163" codeSystemVersion="D. 7. L r. 1a"/>
<= D.7.1 1 la: MedDRA Version for Medical History #1 —>
<I—D.7.1.r. 1b: Medical History (disease / surgical procedure / ete.} (MedDRA cade) #1 —»>

<inboundRelationship typeCode~"REER">
{observation classCode="0BS" moodCode="EVN">
Zeode code="13" codeSystem="2.16.840. 1, 113883, 3. 680, 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="continuing”/> .
<value xsiitype="BL" value="true"/>
{d—D,7, L. 3 Continuing H1 -->
</observation>
{/inboundRelationship>
{/observation>
</eamponent’
<eomponent typeCode="COMP*>
{observation classCode="0B3" mondCode="FYN">
<code code="D.7,1.1.1b" codeSystem="2, 16, 840, 1, 113883, 6. 163" codeSystemVersion="D. 7 L.x. 1a”/>
I=~ D7 L.r. la: MedDRA Yersion for Medical History #2 —>
{I— D.7. 1.1, 1b: Medical history {disease / surgical procedure / ete.) (MedDRA code) #2 -
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<inboundRelationship typeCode="REFR™>
<ohservation ¢lassCode="0RS" moodCode="EVN">
Ceode code="13" codeSystem="2. 16. 840, 1, 113882, 3,080, 2, 1. 1. 19" codeSystenVersion="1.1"
displayName="continuing”/>
<value xsi:type="BL" value="true”/>
J— D 7. 1.r. 3i Continuing #2 —%
{/observationd
{/inboundRelationship>
{fohservation>
{/component>
Ccomponent typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
Seode code="18" codeSystem="2. 16. 840, 1, 113883, 3,989. 2. 1. 1. 19” codeSystenVersion="1, 1" displayName="
historyAndConcurrentConditionText” />
<yalue xsi!type="ED">D. 7, 2¢{/value>
— DL 7.2: Text for Relevant Medical History and Concurrent Conditions {(not including resction /
event) —>
{/ohservation?
{/component>
{/organizer>
{/subject0f2>
{subjectOf2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EYN">
¢code code="2" codeSystem="2. 16, 840, 1. 113882, 3,989, 2. 1. 1. 20" codeSystemVersion="1. 0" displayName="drugHistory”
/>
{eomponent typeCodei"Gﬂl\.{P"> -
{substanceAdministration classCode="SBADM” moodGode="EVN">
<{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<kind0fProduct elassCode="MMAT” determinerCode="KIND">
<name>D, 8. r. 1</name>
(l~~ D, 8 r.1: Name of Drug as Reported §1 —>
</kind0fProduct>
¢/instance0fEind>
</consumabie
ZputhoundRelationship? typeCode="CAUS™>
<observation classCode="0BS” moodCode="EVN">
‘code code="28" codeSystem="2. 16, 840. 1. 113883, 3,980. 2. 1. 1. 18" codeSystemVersion="1, 1"
displayName="reaction”/>
¢value xsi:type="CE" code="D.B.r.7b" codeSyster="2.10, 840, 1, 113883. 6. 163" codeSystenVersion="
D. 8.1, 7a"/>
¢l-- D.B.r.7a: MedDRA Versien for Reaction #1 —>
<l— D.8. 1. 7h: Reaction (MedDRA code] H#1 -3
</observation>
{/outboundRelationship2>
{/substanceAdministration>
{/component?
Ccomponent. typeCode="COMP“>
{substanceAdministration elassCode="SBAIM" moodCode="EYN">
<consumable typeCode="CSM">
{instanceOfKind classCode="INST™>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<namz>D. 8. r. 1{/name>
<i— D.8.1.1: Name of Drug as Reported #2 —>
</kind0fProduect>
¢/instance0fKind>
{/consumable>
<outboundRelationshipZ typeCode="CAUS">
{observation classCode="0BS" moodCode="EVN">
. Ceode 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 H#2 —>
(=~ D, 8. r.7b! Reaction (McdDRA code) #2 —>
</observation>
</outhoundRelationship2>
{/substanceAdministration>
{/component>
{/organizer’
{/subiect0f2>
CsubjectOf2 typeCode="SB]">
Cobservation classCode="085" moodCode="E¥N">
¢id root="1546b8RO~058b—-452-a02f -42d4d6F4BETL" />
{eode aode="29" codeSysten="2, 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1,1" displayRame="Teaction” />

{effectiveTime xsi:type="IVL_T3">
ow value="20080101"/>
¢l== E i, 4: Date of Start of Reaction / Event #1 —>
<high value="20000102"/>
<|— E.i.5! Date of End of Reaction / Event #1 —
{feffectivaTime>
Cyalue xsiitype="CE” code="E. i. 2. 1b" codeSystem="2, 16.840. 1. 113883. 6. 163" codeSystemVersion="E. 1.2, 1a”>
¢<l— B.i.2.3a: MedDRA Yersion for Reaction / Event #1 —
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{]— E.i.2.1b® Reaction / Event (MedDRA code) H#1 —>
<originalText>E, i, 1. la</originalText>
¢|— E i, 1,1a: Reaction / Event as Reported by the Primary Sowrce in Native Language #1 —>
<fvalued
{outhoundRelationship? typeCode="PERT™>
{ohservation classCode="0BS” moodCode="EYN">
(oode code="27" codeSysten="2 16. 840. 1. 113583, 3. 989, 2. 1, 1, 19" codeSystemVersion="1.1" displayName="
outeome” />

(value xsi:type="CE" code="F.1.7" eodeSystem="2.15.840.1. 113883, 3.689.2 1. 1. 11" codeSystemVersion="2,
"/
¢)—= E.i.7: Outcome of Reaction / Bvent at the Time of Last Observation #1 —>
{/observationy
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
<ohservation classCode="0BS” moodCode="EVN">
Loode code="11" codeSystem="2. 16. 840, 1. 113883, 3, 989, 5. 1. 3. 2. 1, 10" codeSystemVersion="3, 0" displayName=
“Sdn - BEED" S )
¢yalue xsiitype="CE" code="]2.26.1" codeSystemVersion="1,0" codeSystem="2.16.840, 1, 113883.3.680.5.1.3.
21,147 />
' (I— eepyz. 26,1 EEMEE H1 -
{/ohservation>
¢/outhoundRelationship2>
</observation>
¢/subjectOf2>
{subject0f2 typeCode="SB]™>
(ohservation classCode="0BS" mondCode="EVH">
¢id root="2baa?8d6—cleB—4ebc-93e0-5hB60bI 142207 />
(oode code="20" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2, 1, 1, 19" codeSystemVersion="1.1" displayNawe="reaction”/>

CeffectiveTime xsi!type="IVL_T5™>
¢Tow value="20090101"/>
¢l— E.1.4: Date of Start of Reaction / Event #2 —

{/effectiveTine>
¢yalue zsittype="CE” code="E.1i.2.1b" codeSysten="2, 16, 840, 1. 113883, 6. 1637 codeSystemVersion="E. i. 2. 1a">
{l-- E.i.2. la: MedDRA Version for Reaction / Event #2 —>
<l-- E.i.2. th: Reaction / Bvent (MedDRA code) #2 -
CoriginalTextsF, i. 1. la/original Text>
¢]— E.i.1. 1a: Reaction / Event as Reported by the Primary Source in Mative Language #2 —>
</value>
<outboundRelationship? typeCode="FERI™>
Lobservation classCode="0BS" moodCode="EVN">
Ceode code="27" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 197 codeSystenVersion="1. 1" displayName="
sutcome” /> )

¢yalue xsiitype="CE" code="FE.i.7" codeSystem="2. 16, 840, 1, 113883. 3. 989. 2. 1.1.11" codeSystemVersion="2.
0" /> '
{)— E.i.7: Outcome of Reaction / Event at the Time of Last Observation f2 —>
</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" codeSystenVersion="1. 0" displayName=
T - BER/S
<yalue xsitype="(E" code="12.26.1” codeSystemVersion="1.0" codeSystem="2.16.840.1.113883. 3. 989.5. 1. 3.
2.1.14" />
A ede]2.26. 1 BEMNE W2 -
</observation?
{/outboundRelationship2>
{/observation>
</subject0f2>
¢subjectOf2 typeCode="SBI">
{abservation classCode="0BS" moodCode="E¥N">
{id root="3a8626ch-9f1b—4eal-8a0f-e0f£34430adf”/>
Ceoda code="20" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2.1, 1, 18" codeSystemVersion="1.1" displayName="reaction”/>

{effectiveTime xsiltype="TVL T3>
<high value="20101201"/>
¢!— E.i.5! Date of End of Reaction / Event #3 —>
{/effectivelime> .
<value xsiitype="CE” code="E.i.2. 1b" codeSysten="2. 16.840. 1.115883. 6. 163" codeSystemVersion="E. i, 2. 1a™>
<l— E.i.2.1a! MedDRA Version for Reaction / Event #3 —>
<l— B, 1.2 1b: Reaction / Event {MedDRA code) #3 —>
CoriginalTextE. i. 1. la¢/originalText>
¢]— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
</value}
<outhoundRelationship? typeCode="FPERT">
{ohservation classCode="0BS” moodCode="EVN">
Coode code="27" codeSyster="2. 16. 840..1, 113883, 3. 889, 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="
outcome” /> .
¢yalue xsiitype="CE" code="E.i.7" codeSystem="2, 16, 840, 1. 113884. 3.980.2. 1. 1. 11" codeSystemVersion="2.
0"/
¢1-— E,1,7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
{/observation>
</outboundRelationship2>



{/cbservation>
{/subject0f2>
{subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN")
<id 1‘00t:”ZEQ9840f*08b4*499c—80ff—dd8415f4f335”/>
(code code="28" codeSystem="2, 18, 840, 1, 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

effectiveTime xsi:type="S¥PR_TS">
{comp xsi:type="TIVL_TS">
{low value="20080101"/>
¢l-~ E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
<l— E.i.5' Date of End of Remction / Event #4 ——>
</comp>
{eomp xsitype="IVL_TS" operator="4"»
</eonp>
{/effectiveTime>
alve xsl!type="CE” code="E. 1.2, 1b” codeSysten="2. 16. 840. 1. 113883. 6. 167" codedystemVersion="E. i.2. 1a™>
<!— E.i.2 la! MedDRA Version For Reaction / Event #4 —>
{l=~ E.1.2.1b! Reaction / Event (MedDRA code) #4 —>
CoriginalTextE. i. 1. la{/originalText)
<I— E.i,1.1a! Reaction / Event as Reportad by the Primary Sowrce in Native Languzge #4 —>
{/value>
LoutboundRelationship? typeCode="PERT">
<observation classCode="GBS" moodCode="EVN">
<eode code="27" codeSystem="2. 16. 840, 1, 113883, 3. 982, 2. 1. 1. 197 codeSystenVersion="1.1" displayName="

outcome” />

{value xsittype="CE” code="E.i, 7" codeSysten="2.16,840.1.113883,3,089, 2, 1. 1. 11" codeSystemVersion="2,
0o

<I-~ B.i.7: Outeome of Reaction / Event at the Time of Last Observation #4 —3

</observation>
</outhoundRelationship2»
</observation>
{/subject0f2>

<subjectQf2 typeCode="SB]">
{ohservation classCode="0BS" moodCode="EVN">
<id root="1071064c—cf10-4a3b-83:1-34f 8ddbTeald” />
deade code="20" codeSystem="2.18. 840, 1, 113883, 3.989. 2.1, 1, 19" codeSystenVersion="1. 1" displayName="reaction’/>

{effectiveTine xsi:type="TVL_TS">
<low value="20090101"/>
<=~ E.i,4i Date of Start of Reaction / Event #5 —>
{feffectiveTime>
<yalue xsiitype="CE” code="E. 1.2 1b" codeSystem="2.16. 840. 1. 113883, 6. 163" codeSystemVersion="E. i.2.1a">
{}— E.i.2 la: MedDRA Version for Reaction / Event #5 —>
<I-- B.i.2. 1b: Reaction / Event (MedDRA code} #5 —>
<originalText>E. i. 1. 1a</originalText>
<]-- B.i.1. 1a: Reaction / Event as Reported hy the Primary Source in Native Language #5 ——
</value>
<outhoundRelationship2 typeCode="PERT">
<ohservation classCode="0BS" mocd ode="EYN">
{code code="27" codeSysten="2, 14, 840, 1. 113883, 3, 986. 2. 1. 1. 19" aodeSystemVersion="1.1" displayName="
outcome” /> .
{value xsi:type="CE” code="E.i.7" codeSysten="2. 16.840. 1. 113883.3.989.2, 1, 1. 11" codeSystenVersion="2.
0"/
<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —
{/ohservationy
</outhoundRelatianship2>
{/observation>
{/subject0f2>
(subjectOf2 typeCode="5B]">
{observation classCode="0BS" moodCode="EVN">
<id root="1f927283-10b6~4334-8d43-=025640L18E" />
{code code="29" codeSystem="2. 16. 840. 1. 113883, 3,989, 2, 1. 1. 19" codeSystemVersion="1,1" displayName="reaction”/>

{effectivelime xsi:type="IVL_TS">
<high value="20000101"/>
<I— E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTime>
(value xsiitype="CE” code="E. i.2.1b" codeSystem="2.16.840. 1, 113883. 6. 163" codeSystemVersion="E. i.2.1a">
{J— L.i.2 la MedDRA Yersion for Reaction / Event #6 —>
(1=~ E.i. 2. 1b! Reaction / Event {NedDRA code} #E& —>
{originalText>E. i, 1. la</originalText>
{{-- E.i. 1. 1a: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
<fvalued
{outhoundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="27" codeSystem="2, 16, §40. 1. 113882, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
outcome” />
Cvalue xsi:type="CE” ende="E.i,7" codeSystem="2.16.840, 1, 113883.3.888.2.1. 1. 11" codeSystemVersion="2,
07>
<= E.1.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
</observation>
</outboundRelationship2>



</ohservation>
</subject0f2>
<subjectOf2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVYN">
id root="el342969-38be~423f-h6bb—cel4hc27948e" />
{code code="29" codeSystem="2. 16,840, 1, 113883, 3. 989, 2. 1. 1. 18" codeSystemVersion="1, 1" displayName="reaction”/>

<value xsi:type="CE" code="E.i,2.1b" codeSystem="2.16. 840. 1. 113883. 6, 163" codeSystemVersion="E. i.2. 1a”>
¢]— B.i.2.1a: HedDRA Version for Reaction / Event #7 —-»
<}— B 1.2 1b' Reaction / Event (MedDRA code) #7 —>
{originalText>E, i. 1. la{/originalText>
<}— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Langnage #7 —
¢/value>
{outboundRelationship? typeCode="PERI">
<observation classCode="0BS" moodCode="EVN"} .
‘code code="27" codeSystem="2.186. 840. 1. 113883. 3, 988, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
outcoms™ /> :
{value xsi:type="CE” code="E.i. 7" codeSystem="2. 16.840. 1. 113883.3,989.2. 1. 1. 11" codeSystenVersion="2
0"/
"¢l-~ E.i.7: Qutcome of Resetion / Event at the Time of Last Observation H#7 ~—>
{/observation>
{/outboundRelationship2>
{/observation>
</subjectOf2>
{subject0f2 typeCode="SB]">
{ohservation classCode="0BS" moodCode="E¥N*>
{id root="a18ba092~8070-426d-af04-6863263443e0” />
{eode code="28" codeSystem="2. 16, 840. 1, 113883.9.9885.2. 1,1, 19" cadeSystemVersion="1.1" displayName="reaction”/>

<{effectiveTime xsi:type="SXPR_T5">
<eomp xsiitype="1VL T8">
{low value="20090101"/>
<l-- E.i,4: Date of Start of Reactien / Event #8 —>
</ compy .
<eomp xsiitype="IVL_TS" operator="4">
<high value="20101201"/>
{l— E.i.5! Date of End of Reaction / Event #8 ——>
</comp>
</effectiveTime»
<value xsiitype="CE” code="E.i.2.1b" codeSystem="2, 18. 840, 1. 113882. 6. 163" codeSystemVersion="E.1i. 2. la">
{I-- E.i.2. 1a; McdDRA Version for Reaction / Event #8 --
<I— E.i.2. 1b: Reaction / Event (MedDRA code) H#8 —>
<eriginalText>E. i. 1. la{/originalText>
<]=- E.i. 1. 1a: Reaction / Fvent as Reported by the Primary Source in Native Language #8 —>
{fvaluey
<outhoundRelationship? typeCode="PERT">
{chservation classCode="0BS” moodCode="EVN">
{eode code="27" codeSystem="2. 16. 840. 1. 113883. 3, 989, 2. 1, 1. 19" codeSystemVersion="1, 1" displayName="
outecome” />
{value xsiitype="CE" code="E.i.7" codeSystem="2. 16.840C. 1. 113883.3.980.2.1. 1, 11" codeSystenVersion="2.
o"/>
{}— E.i.7: Outcome of Reaction / Bvent at the Time of Last Observation H#§ >
{/observation>
{/outhoundRelationship2>
</cbservation>
<{/subiect0f2>
{aubjeet0f? typeCodes SBT >
<organizer classCode="CATEGORY”" woodCode="EYN">
code code="4" codeSystem="2.16.840.1, 113883, 3. 989. 2. 1. 1. 20" codeSystenVersion="1.0" displayNeme="
drugInformation”/> :
<!— 6.k Drogls) Information (repeat as necessary) #1 —>
{eomponent typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{d root="3c01b4d5-e038-4a72—0c30-G7671b0efded” />
{consumable typeCodo="CSH">
{instance0fKind elassCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{name>G. k, 2. 2¢/name>
<!— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —
formCode code="]2.24. k" codeSystem="2. 18. 840. 1. 112883, 2, 988, 5. 1. 3. 2. 1. 13"
codeSystemVersion="1, 0" />
<I-— @@aY2. 24 k RGN 41 —
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SR]">
<approval elassCode="CNTRCT” moodCade="EVN">
<id extension="G.k.3.1" root="2.16.840.1. 113882, 2,989.2.1.3.4"/>
<]— 6.k 3. 11 Authorisation / Application Number #1 —>
<holder typeCode="HLD">
<role classCode="HLD"> .
<playingOrganization classCode="ORG" determinerCode="INSTANCE">
<name>G. k. 3. 3</name>
$t-- 6.k, 3.3: Name of Holder / Applicant #1 ——
</wlayingdrganization>
</role>

.




</holder>
<author typeCode="AUT">
{territorialAuthority classCode="TERR">
{territory classCode="MAT” determinerCode="INSTANCE">
{code code="G.X, 3,2" codeSystem="1.0.3166.1.2.2"/>
<d— G,k 3.2 Country of Authorisation / Application #1 —>
{/territory>
{/territorialAuthority>
</fauthor>
{/approval?
{/subjectOf>
{subject0f typeCode="SBI">
{characteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16.B40. 1. 113883, 3. 989.5.1.3.2. 1. 10"
codeSystemVersion="1. 0" displayName="%7ESEMHEORILEL"/>
{value xsittype="CE" code="J2.4.k" codeSystem="2, 16. 840. 1. 113883. 3. 989.5. 1. 3
2.1. %" codeSystemVersion="1.17/>
- @06]2. 4.k FiEEREOCREES 1 —
</characteristic>
£/subject0f>
</asManufacturedProduct>
<asNamedEntity>
<name xml :lang="]Ja">J2. 23. k{/name>
¢!— @eeyz. 23k T 41 —
{assigninglerritory>
<eode code="JP" codeSystem="1.0.3166.1.2.2" />
</assigningTerritory>

</asNamedEntity>
{ingredient classCode="ACTI">
{quantity>
<numerator/?
{denominator value="1"/>
<Jaquantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2.3, v, 1</name>

<l— 6. k.2.3.r.1: Substance / Specified Substance Name #1-1 ——>
{asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="NAT" determinerCode="KIND">
<{code code="]2. 25. 1. r" codeSysten="2, 16. 840. 1. 113883, 3.989. 5. 1.3, 2. L. 17"
codeSystenVersion="1.07 />
<l— 8@@T2. 26 k. r A OIS H1-1 —>
{/generalizedMaterialkind>
</asSpecializedKind>
</ingredientSubatance>

{/ingredient>
<ingredient classCode="ACTI™>
{quantity>
<numerator/>
{denominator value="1"/>.
{/quantity>
{ingredientSubstance classCode="WMAT" determinerCode="KIND">
<namerG. k. 2, 3, 1, 1</name>

— G. W 2.8.r. 1 Substance / Specified Substance Name #1-2 -—>
{asSpecializedRind classCode="GEN">
{generalizedMaterialKind classCode="MAT" daterminerCode="KIND">
{eode code="]2.25. k. r* codeSystem="2. 16.840.1. 113883, 3,980.5,1.5.2. 1. 17"
codeSystemVersion="1.0" />
<I— ee@yz. 25 k.r FRAOESY #1-2 >
{/generalizedMaterialKind>
¢/asSpecializedKind>
¢/ingredientSubstance?
</ingredient>
</kind0fProduct>
</instance0fKind>
</consumable?
- {gutboundRelationship? typeCode="COMP">
¢l=~ G,k 4.1: Dosage and Relevant Information {repeat as necassary) #1-1 —>
¢substanceAdninistration classCode="SBADIM” moodCode="EVN™>
<{text>G k. 4. r. B¢/ taxt>
<!— G,k 4.1.8! Dosage Text #1-1 —>
{effectiveTime xsiltype="SXPR_TS">
<comp zsiitype="PIVL_T3">
{period value="10" unit="G. k. 4.1.3"/>
I Gl 4120 Nomber of Units in the Interval #1-1 ——)
¢!l— 6.k 4,r,3: Definition of the Time Interval Unit #1-1 —>
</comp>
<eomp Xsiitype="IVL_IS" operator="A">
{low value="20080101"/>
<l— G.k 4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="200%0101"/>
¢!— G, k.4, 1.6 Date and Time of Last Administration #1-1 —>
</comp>
{/effectiveTime>
{routaCode codeSysten="2, 16. 840, 1, 113883, 3. 989. 2. 1. 1. 147>

-8 -



<originalText>G, k, 4, r, 10, I</originalText>
— Gk 41.10.1: Route of Administration (free text) #1-1 -->
{/routeCada>
<doseQuantity value="10" unit="G.i. 4. 1.15°/>
{d== G.k.4.r.1a Dose {number) #1-1 —>
¢l=~ G. L 4.r.1b! Dose (unit) #1-1 —>
{/substanceAdministrationd
¢/outboundRelationship2>
<outhoundRelationship2 typeCode="COMP">
}— G.k. 4. v Dosage and Relevant Information frepeat as necessary) #1-2 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
CLext>G k4, 1, 8¢/ text>
)= G.k. 4.7.8: Dosage Text #1-2 —>
{effectiveTime xsi:type="SXPR_TS">
{comp Xsi:type="PIVL_TS™>
{peried value="10" wnit="G. k. 4.r.3"/> }
{I— G.k.4.r.2: Number of Units in the Interval #1-2 —>
J— 6.k 4.r.3: Definition of the Time Interval Unit #1-2 —
</ comp>
{comp xsi'type="IVL_TS" operator="A">
<low value="20090101" />
{d— G.k.4.r. 4! Date and Time of Start of Drug $1-2 —>
<high value="20090101"/>
{]— 6. k. 4.r.5: Date and Time of Last Administratien §1-2 —>
<feomp>
{fefTectiveTime>
<routeCode codeSystem="2. 16, §40. 1, 113883, 3. 989.2.1. 1. 14">
<originalText>G, k, 4. ¥, 10, 1{/originalText?
1=~ G.k.4.1.10.1: Route of Administration (free text) #1-2 —>
</routeCade)
{doseQuantity value="10" mit="G.k.4.r. Iv"/>
<l 6.k 4.7, 1z Doge {(number) #1-2 -->
<!— G.k.4.r. 1b: Dose (unit) #1-2 —>
{/substanceAdministrationd
</outhoundRelationship2>
<outhoundRelationship? typeCode="COMP">
{I— 6,k 4, r1 Dosage and Relevant Information f{repeat as necessary) #1-3 —
{substanceAdministration classCode="SBADN* moodCode="EVN">
<{text>G. k. 4. r. B/ text?
<!— 6.k 4.7.8: Dosage Text #1-3 —>
<{effectiveTime xsi:type="SXPR_TS">
{comp ¥si!type="FIVL_TS">
{period value="10" mit="G.k. 4.r.3"/>
{— 6. k. 4. 1. 20 Numher of Units in the Tnterval #1-3 —>
¢l— G.k.4.r.3: Definition of the Time Interval Unit #1-3 —>
</eomp>
{comp ¥siltype="IVL_TS” operater="A">
<low yalne="20090101"/>
{I-~ G.k.4.r.4: Date and Time of Start of Drug #1-3 —>
feomp?
<{/effectiveTimed
<rottteCode codeSystem="2. 16, 840. 1. 113883. 3. 989, 2, 1.1, 14™>
{originalText>G. k. 4. ¥, 10. 1</original Text>
<l— .k 4 r.10. 1! Route of Administration (free text) #1-3 -->
{/routeCode?
<{doseQuantity value="10" unit="G.k. 4. r.1b"/>
< 6. k4.1, 12 Dose (humber) #1-3 —
{I— G.k.4.r.1b: Dose (unit) #1-8 —>
</substanceAdministration>
</outboundRelationship2y
<outhoundRelationship? typeCode="COMP">
{l— G k.4.r: Dosage and Relevart Tnformation {repeat as uecessary) #l—4 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k, 4. 1, 8{/text>
<!— 6.k 4.r. 8: Daosage Text #1-4 —>
<effectiveTime xsiitype="SXPR_TS">
<comp xai:type="PIVL_TS">
<peried value="10" unit="G.k.4.r. 3"/>
{I— 6.k 4.r. 27 Number of Units in the Interval #1-4 —>
{}— G.k.4.r.3: Definition of the Time Interval Unit #1—4 —>
</ eomp>
<comp xsi:type="IVL_TS" gperatar="A">
<high value="20090101"/>
<~ 6.k 4. r.5: Date and Time of Last Administration #1-4 —>
</comp>
<{/effectivelime>
<{routeCode codeSysten="2. 16, 840, 1. 113883. 5. 989. 2. 1. 1. 14>
originalText»G. k. 4. 1. 16, 1</original Text>
¢l== Gk 4.r. 10. 1! Route of Administration (free text) #1-4 -->
</routeCode>
{doseQuantity value="10" unit="6.k 4,1, 16"/>
{I-- Gk 4 1. 1a Dose (number} #1-4 —>
<I— G.k 4. r. 1b: Dose {unit) #i-4 —>
{/substanceAdministrationd
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</outhoundRelationship2>
<outboundRelationship? typeCode="COMP">
¢{l— G.k. 4. 1! Dosage and Relevant Information {repeat as necessary) H#1-5 —>
<substanceAdministration classCode="SBADM" moodCode="EYN">
<text>G, k. 4, r. B texty
{l— G k 4. r. 8: Dosage Text #1-5 —>
{effectiveTime xsi:type="SKPR_TS">
Ccomp xsi:type="TVL_TS">
{low value="20090101"/>
{!-— G.k. 4.r.4: Date and Time of Start of [rug #1-5 —>
<high value="200901017/>
¢!— G.k. 4.1.5: Date and Time of Last Administration #1~6 —>
{/comp>
{comp xsi:type="IVL_TS” operator="A">
</comp>
{feffectivaTime>
{routelode codeSystem="2, 16.840. 1. 113883, 3, 989, 2. 1. 1. 14™>
{originalText>G. k. 4. 1. 10, 1</original Text>
¢l 0.k, 4.7, 10.1: Route of Administration (free text) #1-5 —>
</routeCode>
{doseQuantity value="10" unit="G, k. 4.r.1b"/>
¢ (1= G.ko4.r la Bose (number) #1-5 —
b Gl 4. 1. 1kt Dose (unit) #1-6 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™> .
¢l 0,k 4, 7! Dosage and Relevant Information (repeat as necessary) HI-6 -3
{substanceAdninistration classCode="SBADN" moodCnde="EYN">
{LextdG. k. 4, 1, B/ text>
<I— G. k. 4.r.8: Dosage Text #1-6 —>
<effectiveTime xsi:type="SAPR_TS™>
<comp xsiitype="PIVL_TS™>
{period value="10" unit="G. k. 4. 1r.3"/>
¢<l— G.% 4.1.2: Number of Units in the Interval #1-6 -->
<!— G.U. 4.1.3: Definition of the Time Interval Unit #1-6 —>
</ eomp?
<comp xsi:type="IVL_TS" operator="A">
{low value="20090101"/>
<l— G.k.4.r. 4! Date and Time of Start of Drug #1-6 —>
{/comp>
{comp xsiitype="TVL_TS" operator="A">
<high value="20090101"/>
(— G.k.4.1.5% Date and Time of Last Administration #1-6 —>
</comp?
{feffectiveTime>
<routeCode codeSystem="2, 16, 840, 1, 113883, 3. 989. 2. 1. 1. 14">
<originalText>6. k. 4. r. 10. 1</originalText>
(l— G.k. 4.1 10.1: Route of Adwinistration (free text) H#1-8 -->
</routeCode> B
<doseQuantity value="10" unit="G k. 4.r. 1b"/>
¢1— G.k.4.r.1a Dase {(number} #1-1 -~
<I— Gk 4.1.1bt Dose (unit) #1-1 -->
{/substanceAdministration>
{/outboundRelationshin?>
<outhoundRelationship2 typeCode="COMP">
¢}— G.k 4.1 Dosage and Relevant Information {repeat as necessary) #1-7 —>
{stibstanceAdministration classCode="SBADM” moodCode="EVN">
{text>G k. 4. 1. 8¢/ Text>
<!— G.k 4.r.8: Dosage Text #1-7 —>
CeffectiveTime xsi:type="SAPR_TS">
<comp x8iitype="TYL_TS">
<low value="20080101"/>
{1— G.k 4. r.47 Date and Time of Start of Drug H1-7 —>
</ eomp>
{comp xsi:type="IVL_TS" operator="A">
<high value="20090101"/>
<}— 6,k 4.1.5: Date and Time of Last Administration #1-7 —>
</comp>
<feffectivelime>
{routeCode codeSystem="2. 16, 840, 1. 113883, 3. 89, 2.1, 1, 14™>
<originalText>6. k 4.1, 10, 14/eriginal Text>
¢l— 6.k 4 1.10.1: Route of Administratien (free text) §1-7 -—>
{/routeCode>
{dosefuantity value="10" unit="6.k 4 r, 1b"/>
<J)— G.k. 4. r. la Dose (number) #1-7 —>
¢}— G.k 4.7r.1b: Dose (unit) #1-7 —>
¢/substanceAdministration?
</outhoundRelationship’
<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="recurranceifReaction”/>
<yalue xsiztype="CE” code="6.k 9.1.4" codeSystem="2:16, 840. 1. 113883.3.889.2. 1.1, 16"
codeSyatemVersion="2, 0"/>
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'— 6.k 9.1.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #1 -—>
<outhoundRelationshipl typeCode="REFR">
<actReference classCode="0BS" moodCode="EVYN">
<id Toot="154eh889-958b—4512-a02f-42d4dB6F4667F"/>
¢{/actReference?
</outhoundRelationshipl>
{/observation>
</outboundRelaticnship2>
<outhoundRelationship2 typeCode="PERT>
<ohservation classCode="0BS" moodCode="EVN">
Ceode code="31" codeSystem="2. 16. 840, 1, 113883, 3. 980, 2, 1. 1, 19" codeSystemVersion="1.1"
displayName="recurrance0fReastion”/>
<value xsittype="CE” code="G.k.9,1.4" codeSystem="2. 16, 840. 1. 113883, 3,989, 2. 1. 1. 16"
codeSystemVersion="2, 0" /> '
<1— 6. k.9.i.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #2 —>
<qutboundRelationshipl typeCode="REFR™>
{actReference classCode="0BS” moodCode="EVN">
<id root="2baa?8d6-cled—4ebe-03e0-5hBE0b314220" />
{/actReference>
</outhoundRelationshipl>
</observation’
</outhoundRelationship2>
{/substanceAdministration?
{/component>
{l== G,k Drugfs) Information {repeat as necessary) #2 —
{component typeCode="COMP™>
{substancepdministration classCode="SBADM" moodCode="EVN">
<id root="68d6£5ce—3b3b—45c7-92dd-60e087202329" />
{consumable typelade="CSH">
<instanceOfKind classCode="INST">
<kind0fProduct classCode="WMAT" determinerCode="KIND">
<name>G. k. 2. 2{/name>
Z!— G.k 2.2: Medicinal Product Name as Reported by the Primary Source #2 ——
Formbode code="]2. 24.k" codeSystem="2, 16. 840. 1. 113883. 3, 989.5.1.3.2. 1. 13"
codeSystenVersion="1.0" />
<|-- @eare. 24. k YWEFER| #2 ——
{asManufacturedProduct classCode="MANU">
{subjectdf typeCode="8B]">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k. 2. 1" root="2.16. §40. 1. 113883. 3. 982. 2. 1. 3. 4"/>
<l— G,k 3.1: Authorisation / Application Fumber #2 —
<holder typelode="HLD">
<yole classCode="HLD">
<playinglrganization classCode="0RG" determinerCode="TNSTANCE">
<name6, k. 8. 3¢/name>
== G. k. 3.3 Kame of Holder / Applicant H2 —>
</playingOrganization”
<frole>
</haldar>
Cauthor typeCode="AUT™>
¢territorial Authority clussCode="TERR">
{territory classCode="NAT” determinerCode="TNSTANCE™>
<code code="G.k.3.2" codeSystem="1.0,3166,1.2,2"/>
{d— 6.k 3.2 Comtry of Authorisation / Application #2 —>
fterritory
</territorialAuthority>
£/author>
{fapproval>
</subjectOf>
<subjectOf typeCode="SB]">
{characteristic classCode="0BS" mondCode="EVN™»
¢eade code="1" codeSystem="2. 16. 840, 1. 113883, 3, 989, 5. 1,3, 2, 1, 10"
codeSystemVersion="1, 0" displayName="H|EEREOWRELS"/>
{yalve xsiitype="CR” code="J2.4.k” codeSystem="2.16.840. L, 113883, 3,989, 5, 1,3,
2.1.3" codeSystemVersion="1,1"/>
< asa]z 4k FHEFELRFORAES #2 >
</characteristicy
{/subjectOf
</asManufacturedProducty
<asNamedEntity>
<name xml:lang="3a">J2. 23. k{/name>
<I— @eaJe 23,k BE#2 —
{assigningTerritory>
{eode code="JP” codeSystem="1, 0. 8166. 1.2.2" />
¢/assigningTerritory>
</asNamedEntity>
<ingredient classCode="ACTI">
{quantity>
<{numerator/>
{denominater value="1"/>
{fauantityr
<ingredientSubstance classCode="MMAT” determinerCode="KIND™>
: <name>G. k. 2. 3. 7. 1</name>
| <l— 6.k 2.3, r.1: Substance / Specified Substance Name H2-1 -5
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<asSpecializedkind classCode="GEN">
{generalizedMaterialKind classCode="NAT” determinerCode="XIND">
<code sode="J2.25.k r" codeSystem="2. 16, 840. 1. 113883. 3. 989. 5,1, 3, 2. 1, 17"
codeSystenVersion="1.0" />
<l @e@J2. 25. k.r MRAYODXKSy H#2-1 =
</generalizedMaterialKind>

{/asSpecializedKind>
{/ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI">
<quantity>
{numerator/>
{denominator value="1"/>
</quantity>

<ingredientSubstance classCode="MMAT” determinerCode="KIND">
{name>G. k. 2. 3. r. 1<¢/name>
{J— 6.k 2 3. 1. 1: Substance / Specified Substance Name #2-2 —>
<asSpecializedfind classCode="GEN">
{generalizedMaterialXind classCode="MAT" determinerCode="XIND">
{code code="J2. 25 k. r” codeSystem="2. 16. 840. 1. 113883, 3,989, 5, 1. 3. 2. 1. 17"
codeSystemVersion="1.0" /> ’
= G8EJ2. 25. k. r BRADES #2-2 —>
</aenaralizedfaterialkind>
{/as8pecializedKind>
</ingredientSubstance>
+{/ingredient>
</kindOfProduct>
{/instanceOfKind>
¢/consumahle)
{outhoundielationshin? typeCode="COMP">
{1— G.l 4,1 © Dosage and Relevant Information (repeat as necessary) #2-1 ——
<suhstanceAdministration classCode="SBADM” moodCode="EYN">
{text>G. k. 4. r. 8<{/text>
{I— 6.k 4.7, 87 Dosage Text #2-1 —>
{effectiveTime xsi:type="IVYL_TS">
<low value="20090101"/>
<J— Gk d v 4: Date and Time of Start of Drug #2-1 —>
<high value="20080101"/>
<!— &.k.4.1.5: Date and Time of Last Administration #2-1 —>
{feffectiveTime>
{routeCode codeSystem="2. 16. 840. 1. 113883. 3. 989. 2, 1, 1. 14">
CoriginalText>G. k. 4. r. 10. 1¢/original Text>
{J— 6.k 4. r. 10.1: Route of Adninistration {free text) #2-1 —
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r. 1b"/>
{— Gk 4.7 la Dose (number) #2-1 —>
I G, k.4 r.1b: Dose (unit) #2-1 -
{/subsianceAdministration>
{/outboundRelationship2>
CouthoundRelationship® typeCode="COMP">
(I~ G.k.4.1! Dosage and Relevant Information (repeat as necessary) #2-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8¢/ tent>
{I— G.k A r.B: Dosage Text #2-2 —>
{effectiveTime xgiitype="IVL_T$">
<low value="20090101"/>
<)== G.k. 4. 1. 4! Date and Time of Start of Drug #2-2 —>
{/effectiveTime>
<{routeCode codeSystem="2. 16. 840. 1. 113883, 3,988, 2,1. 1. 14>
<originalText>G. k. 4.7, 10, I</original Text>
<t~ G.k 4.1.10.1% Route of Administration (free text) #2-2 >
</routeCode>
{doseQuantity value="10" unit="G.k 4, r, 1b"/>
{!— Gk 4 r. la Dose (number) #2-2 -—>
{— G.k 4. r.1b: Dose (mit} #2-2 —
{/substanceAdministration>
{/outhoundRelationship2> .
{outboundRelationship2 typeCode="COMP”>
{!— G.lk. 4.t! Desage and Relevant Infarmation (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
{text 6. k. 4. r. 8/text>
<I— 6.k 4.1, 8 Dosage Text #2-3 —>
{effectiveTime xsi!type="1VL TS*>
<high value="20090101"/>
I— G.k. 4.r.5: Date and Time of Last Administration #2-3 —>
{/effectiveTine>
{routeCode codeSystem="2, 18, 840, 1, 133863, 2. 989. 2. 1. 1. 14”>
<originalText>G. k. 4. r. 10. 1<{/original Text>
<]— G k 4.1 10 1: Route of Administration (free text) #2-3 —>
{/routeCode>
<doseuantity value="10" wnit="G. k. 4.r. 1b"/>
<{I— G.k. 4.r. 12 Dose {number) #2-3 —>
<I— 6.k 4.1.1b7 Dose (unit) #2-3 —>
</substanceAdministration
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</outboundiie] ationship2»
<outboundRelationshipZ typeCode="COMP”>
(l— 6,k 4,1: Dosage and Relevant Information (repeat as necessary) #2-—4 —>
{stbstanceAdministration classCode="SBATM* moodCode="EVN">
{text?Gok. 4 r. 84/ text>
(!~ G.k.4,r.8: Dosage Text #2-4 —>
<effectiveTime xsi:type="SXPR_T5">
{comp xsi:type="PIVL_TS">
<period .value="10" unit="G. k. 4.r.3"/>
— G.k 4.7.2: Mumber of Units in the Interval #2-4 —>
{!— Gk 4. r. 3 Definition of the Time Interval Unit #2-4 —>
</ camp?
<comp xsiitype="IVL_TS” operator="A">
<low value="20090101"/>
{I— G k.4 r.4: Date and Time of Start of Brug H2—4 —>
</eomp>
{feffectiveTime>
{routeCode codeSystem="2. 16. 840. 1. 113883, 3, 889, 2, 1. 1. 14">
" CoriginalText>G k. 4 r. 10. 1<¢/originalText>
== G.k. 4.1.10. 1! Route of Administration (free text) #2-4 —>
</routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
{J— G.k.4.r. 12 Dose (mmber) #2-4 —
<I-— G.k. 4.1, 1b: Dose (unit) #2-4 —3
</substanceAdninistration>
</putboundielationship2®
{outboundRelationship2 typeCode="COMP"> .
{I— 6.k 4.r: Bosage and Relevant Information {repeat as necessary) #z-5 —>
<substanceAdministration classCode="SBADM” moodCode="EVYN">
Ctext>G. k. 4. r. B/ text>
¢1-— G k. 4. 1. 8! Dosage Text #2-5 ~->
CeffactiveTime xsi:type="SXPR_TS">
<comp xsiitype="PIVL 15">
<{period value="10" unit="G.k. 4 r. 3/
{I— G.k.4.r.2! Number of Thits in the Interval #2-5 —>
{I— 6.k.4.1.3: Definition of the Time Inferval Unit #2-5 —>
</comp>
<eomp X3iitype="IVL_TS" operator="4"7
<high value="20000}01"/>
¢<!— G. k. 4.1.5: Date and Time of Last Administration #2-§5 —>
</comp>
</effectiveTimer
<routeCode codeSystem="2, 16. 840, 1, 113883. 3. 989, 2, 1. 1, 14"
<originalText>G, k. 4. r. 19. 1{/originalText>
€l— G.k 4.7.10. 1 Route of Administration {free text} #2-5 —»
{/routeCoded
{dosequantity value="10" unit="6, k 4 r. 1b"/>
{!-~ G,k 4.r. la Dose (number) #2-5 —>
{I— G,k 4. r.1b: Dose {unit) #2-5 —
{/substanceAdministration»
{/outboundRelationship2>
<outboundRelationship? typeCode="C0HE">
<l— G.k. 4,r! Dosage and Relevant Infarmation (repeat as necessary) #2-6 —>
<stbstanceidministration classCode="SRADM” moodCode="EVN">
<text>G k. 4. r. 84/ text>
<1-- G.l. 4. r.B: Dosage Text #2-6 —>
{effectivelime xsi:type="SXPR_IS™>
{comp xaiitype="PIVL_TS">
<period value="10" unit="G. k. 4. x.3"/>
{I— 6.l 4, 1.2 Naher of Units in the Interval #2-6 —>
<!— 6.k.4.1.3: Definition of the Time Interval Unit H2—6 —>
</ comp>
{comp xsi:type="IVL_TS" operator="A">
<Seompy
feffectivaTime>
{routeCode codeSystem="2, 16.840. 1. 113883, 3,989, 2. 1. 1. 14">
<originalText>G. ki 4. r. 10. 1</original Text>
<J== 6.k 4.1.10.1: Route of Administration (free text) #2-6 —>
{/routaCoded
{doseQuantity value="10" unit="G.%k 4.r.16"/>
<!— G.k.4.r.1a Dose {number} #2-6 —>
<— G k4 r. 1b! Dose (unit) #2-6 —>
{/substanceAdministration?
{/outhoundRelationship2>
CoutboundRelationship2 typeCode="COMP"> |
<!— G. k. 4.1 Dosage and Relevant Informaiion (repeat as necessary) #2-7 ——»
<substanceddministration classCode="SBADM” . moodCode="EVN">
<text>G k. 4, 1, 8</text?
<}— G. k. 4.1 8: Dosage Text #2-7 —
LeffectiveTime xsi:type="PIVL_TS™>
<period value="10" mit="G.k 4.r. 3"/
<I— G.k. 4.r.2: Numher of Units in the Interval #2-7 -->
<I— 6.k 4.r. 3: Definition of the Time Interval Unit #2-7 —>
feffectiveTime

- 13 -




<routeCode codeSystem="2. 16. 84C. 1. 113883, 3,989, 2, 1, 1. 14">
<originalText>G. k. 4. r. 10. 1¢</originaiText>
<l— G.k. 4.1.10. 1! Route of Administration (free text) #2-7 —>
</routeCode>
<doseQuantity value="10" unit="G. k. 4.r.1b"/>
<|-- 6.k.4.r. 1la Dose .(number) #2-7 —>
— G k. 4.r. 1b: Dose (unit) #2-7 —>
¢/substanceAdministration>
{/outboundRelationslip2>
<outboundRelationship? typeCode="COMP™>
¢l—- G,k 417 Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBAIM" moodCode="EVN">
{textrG. k. 4.1, 8¢/ textd
<l— 6,k 4. 1. 8 Dosage Text #2-8 —>
<effectiveTime xsi'type="IVL_TS">
<low value="20080101"/>
— G, k. d.r. 4: Date and Time of Start of Drug #2-8 —>
feffectiveTime>
{routeCode codeSystem="2. 16. 840.1.113883.3.989.2. 1. L. 147>
CoriginalText>G. k. 4. r. 10. L/ original Text>
<l-- G.k. 4.1.10. 1! Route of Administration (free text) #2-8 -->
{/routeCode>
<dnseQuantity value="10" unit="G.k.d.r.1b"/>
{I— G,k 4. 1. la Dose {number) #2-8 —>
<!— G.k. 4. 1. 1b: Dose (unit) #2-8 -->
</substanceAdrinistration>
</outboundRelationship2>
<outhoundRelationship? typeCode="CONP™>
{1— 6. k. 4.r: Dosage and Relevant Information (repeat as hecessary) #2-9 —>
{gubstapceAdninistration classCode="SBAIM” moodCode="EVN">
(LextrG. k. 4. . B</text>
<! G k. 4.1.8: Dosage Text #2-9 —>
<effectiveTime xsi:type="IVL_TS">
<high value="20090101°/>
<I-— 6.k 4.1.5! Date and Time of Last Administration #2-9 —>
{feffectiveTimer
{routeCode codeSystem="2. 16, 840, 1, 113883, 3, 988. 2. 1. 1. 14™>
CoriginalText>G. k. 4 r, 10, 1</original Text>
<t Gk, 4 r.10.1: Route of Admibistration {(free text) #2-9 —>
. </routeCode>
<doseQuantity value="10" unit="6.k. 4. r. 1b"/>
<)— G.k 4 1 la Dose (number) #2-9 —>
<I— 6.k 4.v.1b: Dose {unit) #2-9 —>
<{/substanceAdministration>
</outboundRelationship2>
{outhoundRelationship? typeCode="COMP™>
<!— G.k.4.1: Dosage and Relevant Information f{repeat as necessary) #2-10 —>
{substancerdministration classCode="SBAIM" moodCode="E¥N">
{textdh. k. 4 v 8K/ text?
{I— G.k 4,1.8: Dosage Text #2-10 —>
{effectiveTime xsi:type="IVL_T5">
/effectiveTime>
ZrouteCode codeSystem="2. 16,840, 1, 113883.3.989. 2. 1. 1, 14™>
{originalText>6. k. 4. r. 10. 1</original Text>
<I—— Gk 4.1.10.1: Route of Administration (free text) #2-10 —>
</routeCode>
<doseQuantity value=“10" wnit="G. k. 4.r. 1b"/>
¢}— G.l. 4.1.1a Dose (number) #2-10 —>
<1— G.k 4.1.1b: Dose (umit) #2-10 —>
{/substanceAduinistration?
</outboundRelationshipn?>
CouthoundRelationship2 typeCode="PERT">
{observation classCode="0B3" moodCode="EYN">
{code code="31" codeSystem="2. 18, 840, 1. 113883. 3. 089, 2, 1, 1, 18" codeSystemVersion="1.1"
displayName="racurrancetfileaction”/> )
¢yalue xsiltype="CE” eode="G.%k. 9.1.4" codeSystem="2. 16.840.1,113883,3,889.2. 1. L. 16"
codeSystenVersion="2. 0" />
<}— 6.1 9.i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #1 ——>
<outhoundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="EVN">
<id roat="154ebB8Y-058h—45f2-a02f-42d4d6F 46577 />
</actReference>
</outboundRelationshipl’
</observation>
{/outboundRelationship2>
<{putboundRelationghip? typeCode="PERT">
{observation elassCode="0BS* moodCode="EVN">
{code code="31" codeSystem="2.16.840, 1. 113882, 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1"
displayName="recurrance0fReaction”/>
(value usiitype="CE” code="GC. k.91, 4" codeSysten="2. 16. 840. 1. 113583, 3. 989, 2. 1. 1. 16"
codeSystemVersion="2. 0" />
¢<!— 6.k 9.1.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
<outhoundRelationshipl typeCode="REFR">
CactReference classCode="0RS” meodCode="EVN">
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L <id root="2baal8db—cleB—debo-939-5hB60h3142207 />
</actReference> :
</outboundRelaticnshipt>
</observation>
¢/outhoundRelationship2>
{/subgtancerdministration>
</component>
{/organizer’
{/gubject0f2>
{/primaryRole’
</subjectl>
<{component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="EVN™>
) {code code="20" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2.1, 1. 19" codeSystenVersion="1.1" displayMame="
interventionCharacterization”/>
Cvalue xsiitype="CE" code="G. k. 1" codeSystem="2.16.840, 1, 113883, 3. 989, 2. 1. 1. 13" codeSystemVersion="2.0"/>
== 6.k 1: Characterisation of Drug Role Drug 1 —>
{subject? typeCode="SUB]">
<productlseReference classCode="SBADM" moadCode="EVN">
{id root="3c81b4d5-e0384a7a~9c30-67671bdefDed” />
{/productUseReference>
¢/subject2>
</oausalityAssessment?
</component>
C{eomponent typeCode="COMP™>
{eausalityAssessment classCode="0RS” meodCode="EYN"> .
{code code="20" codeSystem="2. 16,840, 1. 113883, 3.980. 2. 1, 1. 19" codeSystemVersion="1,1" displayName="
interventionCharacterization”/> '
¢valte xsiitype="CE" code="G,k 1" codeSystem="2. 16. 840. 1. 113683. 3. 989. 2. 1. 1. 13" codeSystemVersion="2,0"/>
{l-— 6.k 1: Characterisation of Drug Role Drug ¥2 —> ' ’
<subject? typeCode="SUB]">
{productUseReference classCode="SBADM" moodCode="EVN">
<id root="68d6f6ce—3b3h-45c7-02dd—69206730c3al" />
{fyroduetlseRefarance>
</subject2>
{/causalityAssessment>
{/component>
{componentl typeCode="COMP">
<observationEvent ¢lassCode="0BS" moodCode="EVN™>
{code code="10" codeSystem="2.16. 840. 1. 113883, 2. 989, 2. 1. 1, 18" codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 2</valusd>
¢|— H,2: Reporter’ s Comments >
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED"> .
eode code="3" codeSystem="2. 16, 840. 1, 113883, 3, 983, 2. 1. 1. 21" eodeSystenVersion="1. 0" displayName="

sourceReporter”/>
{/assignedEntityr
{/author>
{/observationEvent’
</componentl?
{componentl  typeCode="CONP™>
- <{ohservationfvent classCode="0BS" moodCode="E¥N"> .
{code code=*10" codeSystem="2, 16, 840, 1, 113883, 3. 989, 2. 1. 1. 19” codeSystemVersion="1,1" displayName="comment”/>
{yalue xsi:type="ED">N. 4</value’
{J-— 0.4 Sender’s Comments —>
{author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{code code="1" codeSystem="2. 16, 840, 1, 113883. 3.980. 2. 1. 1. 21" ecdeSystenVerslion="1. 0" displayName="sender” />
! _{/assignedEntity>
</author?
{/observationFvent>
</eomponent]>
{componsnt]: typatode="COMP™>
<observationEvent c¢lassCode="0BS” moodCode="EVN">
<cods code="3" codeSysten="2. 16.840. 1. 113883 3. 989.5.1. 8. 2. 1. 10" codeSystenVersion="1.0" displayNane="sRZETIC X+ D2
R :
<yalue xsi:type="ED">]2. 7. 2</value’
- @ee32. 7.2 KETIZHTLH2ALT —
</observationfvent> .
</component1>
{componentl typeCode="CONP">
{ohservationEvent classCode="0BS" moodCode="EVN">
{eode code="5" codeSysten="2. 16, 840, 1, 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="4EO%IL" />
{yalue xsi:type="ED">]2. 10¢/value>
<l @aATe. 100 SiEOsn —
¢/observationEvent>
{/aomponent1>
{component} typeCode="COMP">
{abservationfvent classCode="0BS” moodCode="EVN™>
<code eode="6" codeSysten="2. 16. 84C. 1, 113883, 3. 989, 5, 1. 1. 2. 1. 10" codeSystemVersion="1.4" displayName="-% ({1 HITL
e

{value xsi!type="ED">]J2. 11</value>
I ggage, 11 FOMSEFRE —

</observationEvent>
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</componentl>
<component] typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EYN"» :
{code code="12" codeSystem="2, 16, 840. 1. 113883, 2. 980. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="3f4NIEDH T 57

{yalue xsiitype="ED">J2 16</valued
<l-- @8I, 16: BEWHEOISE —
{/observationEvent>
</component 1> ’
{/adverseEventAssessment>
{/couponent>
<compenent typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EYN">

#o»

{¢ode code="1" codeSystem="2, 16. 840, 1. 113883. 3, 989. 2, 1. 1. 19” codeSystemVersion="1.1" displayName="

additionalDocumentsAvailabie” />

<value xsi:type="BL” value="true”/>
{I=- C.1.6,1: Are Additional Documents Availahle? ——>
{/observationfyent>
</component>
Zcomponent typeCode="COME">
{observationBvent classCode="0BS" moodCode="EYN™>
{code code="23" codeSystem="2. 16.840. 1, 113883, 3,888, 2, 1. 1. 19” codeSystenVersion="1,1" displayName="localCriteriaForExpedited”/

{value xsi!type="BL” value="true”/>
1= €, 1,7: Does This {ase Fulfil the Local Criteria for an Expedited Report? —>
</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" codeSystemVersien="1.0" displayMName="initialReport”/>
{subject0f2 typeCode="SURJ">
CcontrelAetBvent classCode="CACT” mocdCode="EVN™>
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{eode code="C, 1,8, 2" codeSystem="2, 16, 840, 1. 113883.3.989. 2. 1. 1.3" codeSystemVersion="2. 0"/>
{]-- C.1.8.2: First Sender of This Case —>
{/assignedEntity>
{fauthor>
¢/controlActBEvent>
{/subject0f2>
{frelatedInvestigation?
</outboundRel ationship)
CoutboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="¥A"/>
{subject0f2 typeCode="SUB]">
{contrelActEvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.r" root="2.16.840. 1. 113883, 3.989. 2. 1.3.2"/>
{1-= €,1,10, i Tdentification Fumber of the Report Which Is Linked to This Report {repeat as necessary} #1 —>
</centrolActBvent?
</subjectDE2>
{/relatedInvestigation®
</outhoundRelationshipy
<outboundRelationship typeCode="SPRT"> °
{relatedlnvestigation classCode="INVSTG” moedCode="EVN">
<eode nullFlavor="NA"/>
{subjectCf2 typeCode="SUR]">
<controlActEvent classCode="CACT” meodCode="EYN™>
<id extension="C.1,10.r" root="2 16,840, 1. 113883, 3. 989.2. 1.3.2" />
<!=- €. 1.10,r: Identification Number of the Repert Which Is Linked to this Report (repeat as necessary) #2 —>
</controlActEvent>
</subject0f2>
{/relatedinvestigation>
{/outhoundRelationship>
<outboundRelationship typeCode="SPRI">
<relatedInvestigation classCode="INVSTG” moodCode="EVN"> .
{code code="2" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 22” codeSystonVersion="1,0" displayName="sourceReport”/>
{subjectOf2 typeCode="SUB]">
{controlActEvent classCode="CACT” moodCode="EYN">
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{assignedPerson classCode="PSN" determinerCode="INSTANCE™>
{asTdentifiedEntity elassCode="1DENT™>
<code code="J2 27.r" codeSystem="2.16. 840, 1. 113883, 3. 986. 5. 1. 3. 2. 1. 15” codeSystemVersion="1,0" />
<I— gee12.27.x BT TS #1--> '
</asldentifiedEntity>
¢asldentifiedEntity classCode="I1DENT">
{code code="J2.29, 1" codeSysten="2. 18, 840, 1. 113883. 3. 988. 5. 1. 8. 2. 1. 9" codeSystemVersion="1.0"/>
A— 80812 29.r HHAFET #1 —
{/asIdentifiedEntity>
<asLocatedBntity classCode="LOCE™>
<lecation elassCode="COUNTRY" determinerCode="INSTANCE™>
{code code="C. 2. r.8" codeSysten="1. 0. 3166. L. 2. 2"/>
¢l €, 2.r. 31 Reporter’s Country Code #1 —>
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</location>
</aslocatedEntity
{/aasignedPerson>
</assignedEntity>
{/author?
</controlActEvent?
</subject0f2>
{/relatedInvestigation>
</outboundRel ationship>
<outhoundRelationship typeCode="SPRT">
{relatedInvestigation elassCode="INVSTG” meodCode="EVN">
{cade code="2" codeSystem="2.16.840. 1. 113883, 3. 989, 2, 1, 1. 22" eodeSystemVersion="1. 0" displayName="sourceRepart”/>
<{subjectOf2 typeCode="SUBJ"> ’
{controlActEvent classCode="CACT” moodCode="EVN">
{author typeCode="AUT">
CassignedEntity classCode="ASSIGNED">
<assignedPerson classCode="PSN" deterwinerCode="INSTANCE™>
{asldentifiedintity classCode="IDENT™> :
<code code="J2.27.1r" codeSysten="2.16. 840. 1. 113883, 3. 989.5.1. 3. 2. 1. 15" codeSystemVersion="1.0" />
d— geajz. 27.r AT S H#2-->
{/asldentifiedEntity>
<asldentifiedEntity classCode="IDERT">
{code code="]2.29, 1" codeSystem="2, 18, 840, 1, 113883, 3, 980.5.1.3.2. 1. 9" codeSystemVersion="1.0"/>
< eeaq. 28 v HRAFT ¥2 —
¢/asIdentifiedBntity>
{asLocatedEntity classCode="LOCE">
<loeation classCode="COUNTRY” determinerCode="INSTANCE"»
{code code="C.2.r.3" codeSystem="1.0.3186.1.2.2"/>
I~ €, 2,7 3. Reporter's Country Code #2 —>
</location>
{/astocatedEntity>
</assignedPerson’
</assignadintity>
{/authar>
</eontrolActEvent>
<{/subject(fa>
</relatedInvestigation>
<fouthoundRel ationship?
<subjectOf] typeCode="SUB]">
{controlActEvent classCode="CACT" moodCode="EVN">
<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
{eode code="C, 3. 1" codeSystem="2. 16, 840, 1. 113883.3,989. 2, 1. 1. 7* codeSystemVersion="2, 0" />
<1— €.3,1: Sender Type —>
C(addr> '
{streetAddressLinedC. 3. 4. 1</streetAddressLline>
== C.3.4.1: Sender’ s Straet Address —>
<eity>C. 8. 4. 2¢/eity>
<I— C.3.4,2: Sender's City —>
{staterC. 3. 4. 3</state>
{i-=- (. 3.4.3: Sender’s State or Province ——>
<postalCoderC. 3. 4. 4</postalCoded
<}— (,38, 4.4t Sender’ s Postcods ——>
</addr>
{telecom value="tel:C.3.4.6"/>
<] C.3.4.6: Sender’ s Telephone —>
{telecom value="fax:C. 2 4 77/>
<— C.3.4.7: Sender’ s Fax —>
<assignedPersen classCode="PSN” determinerCode="TNSTANCE">
<name> '
<prefix>C. 3. 8. 2<{/prefix>
{I—€.8.3,2: Sender’s Title —
{giverdC. 3. 5. 3¢/ given>
<1—€.3.3.3! Sender’s Given Nawe —>
<given>C. 8. 3. 4¢/given>
— £.3.3.4: Sender's ¥iddle Name —>
{family»C. 3, 2 5</family>
<}— £.2.3.5! Sender’s Family Name —>
{/nzme>
<asl.ocatedintity ¢lassCode="LOCE™>
lacation classCode="COUNTRY” determinerCode="TNSTANCE”>
{code code="C. 3,4, 5" codaSystem="1.0,3166.1. 2. 2" />
{d— €, 8,4,5: Sender’ s Country Code —>
</location>
{/asLocatedBntity>
¢/assignedPersond
{represented0rganization classCode="0RG" determinerCode="INSTANCE">
{assignedEntity classCode="ASSIGNED”>
¢representedOrganization classCode="0RG” determinerCode="INSTANCE">
<name>C. 3. 2¢/name>
{I—€.8.2: Sender’ 5 Organisation —>
{/representedlrganization?
{/assignedEntity>
</representedfrganization>
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{/assignedBntity>
</author>
<primaryInformationRecipient typeCode="PRCP™>
<agsignedEntity classCode="ASSIGNED">
{assignedPerson classCode="PSN" determinerCode="INSTANCE™>
<name>
$prefix> ]2, 18, 2¢/prefixd>
(| — 6eeJ2.18. 2! EEHE FEE —
Family»]2. 18, 3</Family>
— e@ayz.18.3: B{FEF & —
<given>JZ. 18. 4<{/given>
- geRJ2.18. 47 FHiZE H —
</name>
{/assignedPerson’
(representedOrganization classCode="0RG" determinerCode="INSTANCE">
<name>J2, 18, 1</name>
(- g@BJ2.18. 10 RASH FEMRA
{/representedCrganization>
{/assignedEntity>
{/primaryInfermationRecipient’
</ecantrolActEvent>
</subjectlf1>
{subject0f1 typeCode="SUB]">
<controlictBvent «lassCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1. 8. Lr.1" extension="C.1.9.Lr.2" root="2 16.840.1.113883. 3.989.2.1.3.3"/>
¢— C.1.9.1.r.1; Source(s) of the Case Identifier (repeat as necessary} #1 ——>
I 0, 1,8, 1,1, 2 Case Identifier{s) il —>
(/controlActEvent?
¢/subject0f1>
<gubjectOf] typeCode="SURI">
<contralActEvent classCode="CACT” moodCode="EVN">
¢id assigningAuthorityMame=“C.1. 9. 1,1.1" extension="C.1.9.1.r.2" roct="2.16.840.1. 113883, 3.589.2.1.3.3"/>
¢i—— €.1,9.1.1.1: Souree{s) of the Case Identifier (repeat as necessary) #2 —>
¢l— ¢, 1.9.1. 1.2 Case Identifier(s) #2 —>
<feontrol ActEvent’
¢/subjectdf1>
{subjectOf2 typeCode="SUR]">
{investigationCharacteristic classCode="0B3" mondCode="EVN">
{code code="1" codeSysten="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="ichReportType”/>
{value xsiitype=”CE" code="C. 1. 3" codeSysteu="2. 16, 840. 1, 113883.3.988. 2, 1. 1. 2" codeSystemVersion="2. 0"/>
<!— €.1.3 Type of Report —>
<{/investigationCharacteristic>
<{fauhjectOf2>
<subjectOf2 typeCode="SUB]">
(investigationCharacteristic classCode="0BS” moodCode="EVN™>
Ceode code="2" codeSystem="2. 16, 840, 1, 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1. (" displayName="otherCaselds"/>
Cvalue ¥siitype="BL” value="true”/>
<!— €.1.9.1 Other Case Identifiers in Previous Transmissisns —>
{/investipatienCharacteristic>
</subjectOf2>
<subject0f? typeCode="SUBJ">
<investigationCharacteristic classCode="0BS" moodCode="EYN">
<code code="3" codeSystenm="2. 16. B40. 1. 113883, 3, 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificaticnAmendmentCode”/

{yalue ¥sittype="CE” code="C.1.1L 1" codeSystem="2, 16, 840, 1, 113883.3.989. 2. 1. 1. 5" codeSystemVersion="2. 0"/>
b= €. 1.11. 1! Report Mullifieation / Amendment ——>
</investigationCharacteristic? '
<{/subjectOf2>
{subject0f2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="4" codeSystem="2. 16. 840.1.113883.3.988, 2. 1. 1. 23" codeSystemVersion="1.0" displayName="
nullificationAmendmentReason”/>
<value xsiitype="CE">
<original Text>C. 1. 11, 2</originalText>
{]— C.1.11.2: Reason for Mullificatien / Amendment —>
</value>
</investigationCharacteristic>
{/sulject0f2>
¢subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EYN">
{eode code="1" codeSysten="2. 16, 840, 1, 113883, 3, 889 5, 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayNeme="TR3IES (HESE) ~
¢yalue xsitype="CE" code="]2.1a" codeSystem="2, 16,840, 1.113883.3.989.5. L. 3.2, 1. 1" codeSystemVersion="1.1"/>
<l 80812, 127 FHYEE (BESE
</investigationCharacteristic?
</subjectO0f2>
<gubject0f2 typeCode="SUR]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
Coode code="2" codeSysten="2. 16.840. 1. 113883, 3.989.5.1.3. 2. 1. 12" codeSystemVersion="1. 0" displayName="$ERE Q")
<value xsi:type="T5" value="20130107"/>
- aee)2.2.1: BEREER -
<{/investigationCharacteristic>
{/subjectQf2>
<subiect0f? typeCode="SUB]">
(investigationCharacteristic classCode="0BS" moodCode="EYN">
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{code code="3" codeSysten="2, 16, 840.1, 113883, 3. 989. 5. 1. 2. 2. 1. 127

<value xsi:itype="ED">JZ, 2. 2{/value>
<l-- gd]2.2.2: BERERICBETI=AC D —
¢/investigationCharacteristic>
</ subjectOfe>
(subjectOf2 typeCode="SUB}">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
(code code="5" codaSystem="2. 16. 840. 1. 113885. 8,984, 5.1, 3, 2. 1, 12"
Cyalue xs1itype="CBE" code="J2. 8. 1% codeSystem="2. 16. 840. 1. 113883
<-- 06872.8.1: WEHBHT S
¢/investigationCharacteristicd
<{/subject0f2) -
{subjectOf? typelode="SURI">
{investigationCharacteristic classCode="0BS" moodCode="RVN">
{code code="6" codeSystem="2, 16, 840, 1, 113883, 8. 989, 5,1.3.2. 1. 12"
<yalue xsi:type="ED">J2. 8.2¢/value>
<|-- 886]2.8.2: MEWSSOBE —>
</investigationCharacteristic?
</subjectOf2>

</investigationEvent>
</subject?
{/controlActProcess>
</PORR_INO490161Y>
{l—— Message #1 —>
|-~ Message #2 —>

<!— PORR_INO4%0
{!— /PORR_TINO49

160V —>
0160V —3

<]~ Message #2 —>

<receiver typeCo
{device clas

de="RCV"> : .
sCode="DEV" determinerCode="INSTANCE™>

<id extension="N, 1. 4" root="2,16.840,1, 113863, 3,989, 2, 1. 3. 14"/>

<J—N1
</deviced
{/receiver>

.47 Batch Receiver Tdentifier -->

<sender typeCode="SND">

{device clas

aCode="DEV” determinerCode="INSTANCE">

{id extension="N.1.2" root="2, 16.840,1,113883.3.989.2.1. 3. 13"/

= N1
{fdayice>
</sender>
£/MCCI_INZ0OLO0UVO1>

.31 Batch Sender Identifier —>
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codeSystenYersion="1, 0" dizplayName="3REEHIZBET 24

codeSystemVersion="1. 0" displayName="$R&EX &IN7 F F"/>
,3.089.5.1. 3. 2. 1. 6" codeSystemVersion="1,1"/>

codeSystemVersion="1, 0" displayName="#R&NSADBER"/>
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stigationCharacteristic/code[@code="2"l[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.12'11[1)/investigationCharacteristicl@classCode='0OBS'[@mood Code="EVN'
Ivaluel@xsi: type“TS']/@value
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XPath /MCCI_IN200100UV01[@I TSVersion=XML_1.0'[@xsi:schemaLocation="urn:hl7-
org:v3d

MCCI_IN200100UV01. xsd]fPORR IN049016UVIrl/controlActProcess[@classCod
e='CACT]{@moodCode="EVN'/subject{@typeCode="SUBJ[1)/investigation Event
[@classCode="INVSTGT@moodCode='"EVN'l/subjectOf2[@typeCode="SUBJ [inve
stigationCharacteristic/codel@code='3"][@codeSystem='2.16.840.1.113883.3.989.5.

1.3.2.1.12'1[1)/investigationCharacteristic[@classCode="OBS' [@moodCode—'EVN’

Ivaluel@xsi: type—‘ED']/textO

2.3 HERET S5

AR | AIERAED

H %%ﬂ@@”éu
RECFE | RETABe0s N=lkRE) 2ERTL L
F—#E | 1IN
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1=Hp R

XPath

/MCCI_IN2OOlOOUVOl[@ITSVersionZ'XML_ll.O'] [@xsi:schemalocation="urn-hl7-
orgiv8y ‘
MCCI_IN200100UV01.xsd)/PORR_IN049016UV]rl/control ActProcess[@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ']{1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN')/subj ectOf2 [@typeCode="SUBJ'Hinve
stigationCharacteristic/code[@code='4'] [@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'1 [1]/investigatior_lCharécteristic [@classCode="0BS' [@mood Code="EVN"
I/value[@xsictype='CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@Xsi!schemaLocatio_n:'urnih17'
org-v3 .
MCCI_IN200100UV01.xsd' l/PORR_IN049016UV[xr]/control ActProcess[@classCod
e='CACT'][@moodCode=EVN'l/subject[@typeCode="SUBJ1[1]Ainvestigation Event
[@classCode="INVSTG@moodCode='"EVNl/subjectOf2[@typeCode="SUBJ'| [inve
stigationCharacteristic/codel@code='4'] {@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.1271[1}/investigationCharacteristic[@classCode="OB8 [@mood Code="EVN'
Ivaluel@xsiitype='CE'l[@codeSystem='2,16.840.1.113883.3.989.5.1.3.2.1.2')/@

codeSystemVersion

24Kk REESEORIX Sy

R, B A B AL o\ KA BT,

ERBH
Gk - Wekra A S X V@R o — FIAZ IR L CRRald 5.
- EEAERAOSAE, N=REEHET, 2=&R 24N ik T5=744
L OFPLERLERTHI L,
BRIEOB AT 3= S (4= 20BN ) M DBER LIRS B T 2,
- EHSEE IR R OO 5= e Ly, Te=m3EA It (BEE) | 3Lk T7=PMS
IR (EEE)) omhLERLERT D L, "
- RIS, EEHS G IR OB TSR L) Z2BIRLEHT 2 2
L, . |
F—F R 1IN
FERE AL 5 2R
XPath /MCCI_IN200100UV01 [@ITSVersion="XMTI,_1,0'[@xsi:schemalocation=urn:hl7-
orgv3

MCCI_IN200100UV01.xsd'[/PORR_IN049016UV[rl/control ActProcess [@classCod
e='CACT'] [@moodCode="EVN'l/subject[@typeCode='SUBJ ] [1]/investigationEvent
[@classCode=TINVSTG'[@moodCode='"EVN'l/componentl@typeCode='"COMP{adv
erseEventAssessment][1]/adverseEventAssessment{@classCode='INVSTG' [@mo

0dCode='"EVN/subject1@typeCode="SBJ' [1]/primaryRole[@classCode=INVSBJ'

l/subjectOf2[@typeCode="SBJ "l [organizer/code[@code='4"[@codeSystem='2.16.840.




1.113883.3.989.2.1.1.20'H 1]/organizer[@classCode="CATEGORY'l [@mood Code="E
VN'l/component|@typeCode='"COMP'] [substanceAdministration/id][kl/substanceA
dministrationl@classCode='SBADM'| [@mood Code="EVN'l/consumable[@typeCode
='CSM'][1)/instanceOfKind|@classCode=INST'l/kindOf Productl@classCode="MM
ATl [@determinerCode="KIND'|/asManufactured Product[@classCode="MANU'l/su
bjectOfl@typeCode='SBJ'][characteristic] [1]/characteristiclcodel@code="1"1[@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.10']][1][@classCode='"0BS'|l@mood Cod
e='EVN'l/valuel@xsi‘type='CE'] [@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.
3/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn:hl7-
orgv3i
M.CCI_IN200100UV01.xsd']/PORR_INO490IGW[r]/controlActProceSS [@classCod
e="CACT'|[@moodCode="EVN'//subject/@typeCode="SUBJ'H[1)/investigationEvent
[@classCode="TNVSTG{@mood Code="EVNT/component[@typeCode='COMP]{adv
erseBventAssessment][1}/adverseEventAssessment[@classCode=TINVSTG'] [@mo -
0dCode="EVN'l/subject1l@typeCode='"SBJ'][1]/primaryRole[@classCode='INVSBJ'
l/subjectOf2[@typeCode="'SBJ"l [organizer/code[@code='4"] [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'H [1)/organizer[@classCode='"CATEGORY'] [@moodCode="E
VN'/component[@typeCode="COMP'] [substanceAdministration/idl [kl/substanceA
dministration[@classCode='SBADM'l{@moodCode="EVN"/consumablel@typeCode
='CS8M'][1)/instanceOfKind[@classCode="INST'/kindOfProduct[@classCode="MM
AT'l[@determinerCode="KIND')/asManufacturedProduct[@classCode="MANU")/su
bjectOfl@typeCode='SBJ'| [characteristic][1]/characteristic[code[@code="1"[@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.1011[1][@classCode='OBS' [@mood Cod
e='"EVN'/valuel@xsi:type='"CE'll@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
3'/@codeSystemVersion
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XPath

/MCCI_IN200100UV01[@ITSVersion=XMIL,_1.0"[@xsi:schemal.ocation="urn:hl7-
orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIx]/controlActProcess[@classCod
e="CACT"] {@moodCode='EVN‘]/subject[@typeCodez‘SUBJ 1[1)/investigationEvent

| [@classCode="INVSTG'[@mood Code='"EVN'l/component[@type Code='"COMP'|[adv

erseEveanssessmeht] [1l/adverseEventAssessment[@classCode=INVSTG1[@mo

1 0dCode="EVN"/subject1l@typeCode="SBJ'] [1]/primaryRolel@classCode="INVSBJ'

l/subjectOf2[@typeCode="SBJ'[organizer/code[@code="4' [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.201[1]/organizer[@classCode='CATEGORY'] [@mood Code="E

VN componeht [@typeCode='COMP'] [substanceAdministration/idi [kl/substance A

dministration[@classCode='"SBADM'] [@mood Code="EVN'l/consumable[@typeCode
=C8M'[1}/instanceOfKind[@classCode="INST /kindOfProduct{@classCode="MM
AT'/[@determiner Code="KIND')/asManufacturedProduct[@classCode=MANUl/su
bjectOf[@typerdeﬁ'SBJ Mapprovall[1l/approvall@classCode="CNTRCT'l[@mood
Code="EVN'l/pertinentInformation[@typeCode="PERTI[1]/policyl@classCode="PO
LICY'l[@moodCode="EVN'/codel@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.
4'l/@code

XPath
(codeSystem

Version)

MCCI_IN200100UVO1 [@IT_SVersion;'XML_l 0'l@xsi:schemalocation="urn‘hl7-
drgJVS

MCCI_IN200100UV01.xsd l/PORR_IN049016UV[r)/control ActProcess|@classCod
e='CACT[@moodCode="EVN'l/subject[@typeCode='SUBJ'][1}/investigationEvent
[@classCode=TINVSTG[@mood Code="EVN'l/component[@typeCode="COMP"] [adv
erseEventAssessment][1)/adverseEventAssessment[@classCode='INVSTG'[@mo
0dCode='EVN/subjectll@typeCode="SBJ'|[1l/primaryRolel@classCode=TNVSBJ'
l/subjectOf2l@typeCode="SBJ'] [organizer/codel@code="47[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.207] [1)/organizer|@classCode="CATEGORY'l [@mood Code="E:
VN'/component@typeCode="COMP'] [substanceAdministration/id](kl/substanceA
dministration[@classCode="SBADMT[@moodCode="EVN")/consumable[@typeCode
= CSM1[1)/instanceOfKindl@classCode="INSTV/kindOfProductl@class Code="MM
AT[@determinerCode="KIND'VasManufacturedProduct[@classCode="MANU"l/su
biectOfl@typeCode="SBJ'|[approvall [1)/approvall@classCode='CNTRCT'][@mood

Code="EVN']/pertinentInformation[@typeCode="PERT'l[1]/policy[@classCode="PO
LICY'|[@moodCode="EVN"l/codel@codeSystem="2.16.840.1.113883.3.989.5.1.3.2. 1.

]/@codeSystemVersmn
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XPath

(value)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemal.ocation='urn:hl7-
orgiva

"MCCI_IN200100UVOL.xsd'I/PORR_IN049016UV[r]/control Act Process[@classCod

e='"CACT'[[@moodCode="EVN'l/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG[@mood Code="EVN'|/component[@typeCode="COMP [adv
erseEventAssessment]{1]/adverseEventAssessmentl@classCode="INVSTG[@mo
0dCode='"EVN'/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode="SBJ'[organizer/codel@code="4'll@codeSystem="2.16.840.
1.113883.3.989.2.1.1.2011[1l/organizer[@classCode="CATEGORY ' [@mood Code="E
VN'l/ecomponentl@typeCode='COMP'][substanceAdministration/id} [kl/substanceA
dministration[@classCode="SBADM'][@moodCode="EVN'l/consumable[@typeCode
='"CSM1{1)/instanceOfKind[@classCode="INST'/subjectOf[@typeCode='SBJl/obse
rvationEvent[codel@code='2"[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
HI1}[@classCode="OBS'l|@mood Code='"EVN'l/value[@xsi:type='CEl[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@code

XPath
(null
flavor)

/MCCI_IN200100UV01[@ITSVersion=XML_1.0"||@xsi:schemal.ocation="urn:hl7-
org-va ‘
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[xl/controlActProcessf@classCod
e='CACT'H@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigation Event
[@classCode="INVSTG][@mood Code='"EVN"l/component[@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode=TNVSTG1[@mo
0dCode='EVN'/subject1l@typeCode='SBJ'1[1]/primaryRole[@classCode=INVSBJ'
VsubjectOf2l@typeCode="SBd'] [organizer/codel@code='4"[@codeSystem='2.16.840.
1.113883.8.989.2.1.1.20'1[1)/organizer|@classCode='CATEGORY'l[@mood Code="E
VN'//componentl@typeCode='"COMP'l[substanceAdministration/id][1]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumablel@typeCode
='CSM1[1]/instanceOfKind[@classCode=TNST'l/subjectOf[@typeCode="SBJVobse
rvationEvent[code[@code="2"1[@codeSystem="'2.16.840.1,113883.3.989.5.1.3.2.1.10'
[H1}@classCode="OBS@mood Code="EVN}/value|@xsi:type='CE1{@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5/@nullFlavor '




XPath

(codeSystem
Version)

/MCCI_IN200100UV01[@I'TSVersion="¥XML_1.0")[@xsi: schemaLocatlo
org:vd

MCCI_IN200100UV01.xsd I/PORR_IN049016UV/rl/control ActProcessl@classCod
e='CACT'I[@moodCode='EVN'/subjectl@typeCode="SUBJ'}| 1]/investigationEvent
[@classCode=TNVSTG' [@mood Code="EVN'l/component@typeCode='"COMP{adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG H@mo
0dCode="EVN"l/subject1[@typeCode="SBJ'|[1l/primaryRole[@classCode="INVSBJ'
I/subjectOf2l@typeCode='SBJ'l [organizer/code[@code="4"1{@codeSystem="2.16.840.
1.113883.3.989.2.1.1.2011[1]/organizer[@classCode='CATEGORY'{@mood Code="E
VN'/componentl@typeCode="COMP'][substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVNVconsumablel@typeCode
='CSM’] [1]/instanceOfKind.[@classCOde='INST']/subj ectOfl@typeCode='SBJ'l/obse
rvationEvent[code[@code='21[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
H][@classCode='"0BS@mood Code="EVN/valuel@xsi:type="CE] [@CodeSystem
_'2 16 840 1. 113883 3 989 5 1 3.2, 1 5]/@codeSystemVersmn .

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

org:vy

MCCI_IN200100UV01.xsd l/PORR_IN049016UV[r)/control ActProcessi@classCod
e='CACT][@moodCode='EVN'l/subject[@typeCode="SUBJ'l[1}/investigation Event
[@classCode=TNVSTG'] [@moodCode="EVN')/statusCode/@code
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XPath

/MCCI_IN2001000V01[@ITSVersion="XML,_1.0"][@xsi:schemalocation="urn:hl7-
orgv3 |
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|[rl/control ActProcess[@classCod
e='CACT'][@moodCode="EVN'I/subject[@typeCode="SUBJ'][1}/investigationEvent
[@classCode="INVSTG' [@mood Code="EVN'/component[@typeCode='"COMP'] [adv
erseEventAssessment] [1]/adverseEventAssessmentl@class Code='INVSTG'] [@mo
0dCode="EVN')/component1[@typeCode='"COMP'] [observationEventlcodel@code='
3N[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'111[1]/obhservation Event[@c

lassCode="0OBS'l[@moodCode="EVN'|/valuel@xsi:type="ED'l/text(
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XPath /MCCI_IN200100UV01 [@ITSVersion="XMI._1.0"{@xsi:schemal.ocation="urn:hl7-
orgivy _

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV [rl/control ActProcess|@classCod
e='CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ'][1}/investigationEvent
[@classCode=TNVSTG'H@mood Code='"EVN'l/subjectOf2[@typeCode='"SUBJ'] [inve
stigationCharacteristic/codel@code='5'Tl@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.12'}[1)/investigationCharacteristicf@classCode="OBS'l [@mood Code="EVN'
Itvaluel@xsiitype='CE'l{@codeSystem='2.16.840. 1.113883.3.989.5.1.3.2.1.6'/@code

XPath /MCCI_IN200100UV01I@ITSVersion="XML _1.0'][@xsi:schemal.ocation="urn:hl7-

{(codeSystem | org'v3 .

Version) MCCI_IN200100UV01.xsd /PORR_IN049016UVIrl/control ActProcessl@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode="SUBJ']{1}/investigationEvent
[@classCode="TNVSTG'[@mood Code="EVN'l/subjectOf2[@typeCode="SUBJ'l[inve
stigationCharacteristic/code[@code="5'][@codeSystem="'2.16.840.1.113883.3.989.5.
1.3.2.1.121] [1]/investigatioﬁCharacteristic[@ciassCode:'OBS'] [@moodCode="EVN'
Iivalue[@xsitype='CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'1/@
codeSystemVersion
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.01[@xsi:schemalocation="urn:hl7-
org:v3 ' '
MCCI_IN200100UV01.xsd l/PORR_IN049016UVIxl/control ActProcess|@classCod
e='CACT'T[@moodCode='"EVN'l/subject [@typeCodeZ'SUBJ N[1l/investigationEvent
[@classCode="INVSTG' [@mood Code="EVN'//subjectOf2[@typeCode='SUBJ {inve
stigationCharacteristic/code[@code="6'l[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'11[1]/investigation Characteristic[@classCode="OBS'] [@mood Code='EVN'
|valuel@xsi: type"'ED'] ftext()
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MCCI_IN200100UV01@ITSVersion=XML,_1.0'l[@xsi:schemaLocation="urn:hl7-

XPath

lassCode="0BS[@moodCode="EVN'l/value [@xsi:type="ED')/text()

orgvd
MCCI_IN2001000V01.xsd'l/PORR_IN049016UVI[rl/controlActProcessi@classCod
e='CACT'|[@moodCode=EVN'/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG'{@mood Code="EVN'l/component[@typeCode="COMP'}[adv
erseBventAssessment][1]/adverseEventAssessmentl@classCode="INVSTG'| [@mo
0dCode="EVN')/component1|@typeCode="COMP'][observation Eventlcode[@code="
4[@codeSystem='2.16.840.1.113883.3.989.5.1.8.2.1.10']]] [l]lobservationEvent[@c
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X_Path

/MCCE_IN200100UV01 [@ITSVersionZ‘XML;_I O1l@xsi:schemal.ocation="urn:hl7-
orgivy &

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@elassCod
e='CACT'][@moodCode='"EVN'l/subject[@typeCode="SUBJ'H1)/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN'Vcomponent@typeCode='"COMP][adv
erseEventAssessment][1]/adverseEventAssessmentf@classCode="INVSTG' [@mo
0dCode='"EVN'l/component1[@typeCode='"COMP'}observationEvent[codel@code="
5'1l@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']][1)/ohservationEvent[@c

'ED"/text()

J211 EolsEEEE
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XPath /MCCI_IN200100UV01l@ITSVersion="XML_1.0'] [@xsi:schemal.ocation="urn:hi7-
orgvy

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/control Act Process|@classCod
e='CACT'l[@moodCode="EVN'}/subject@typeCode="SUBdJ"[1]/investigationEvent
[@classCode=TINVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP"] [adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode="INVSTG'][@mo

odCode="EVN"l/component1[@typeCode='"COMP'][observationEventlcodel[@code='
6'[@codeSystem="2,16.840.1.113883.3.989.5.1.3.2.1.10']1[1])/observationEvent[@c
lassCode="0BS'][@mood Code="EVN'l/valuel@xsi:type="EDl/text(
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XPath /MCCI_IN200100UV01[@ITSVersion=XMI._1.0'][@xsi'schemal.ocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@moodCode='EVN'l/subject[@typeCode="SUBJ'|[1)AnvestigationEvent
[@classCode="INVSTG'] [@moodCodez'EVN‘}/éomponent [@typeCode='"COMP[adv
erseFventAssessment] [1)/adverseEventAssessment[@classCode=TNVSTG'l[@mo

0dCode='"EVN'l/subject1{@typeCode="SBJ'[1]/primaryRole[@classCode=TNVSBJ'
lisubjectOf2[@typeCode="SBJ'] [organizer/code[@code="41[@codeSystem="'2.16.840,
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1.113883.3.989.2.1.1.20'1}[1}/organizer[@classCode='CATEGORY'] [@mood Code='E
VN'l/component[@typeCode='"COMP'] [substanceAdministration/id)/substanceAd -
ministration[@classCode="SBADM!] [@moodCodefEVNq [consumablefinstanceOf
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/original Te
xt}[1)/consumable[@typeCode='"CSM'l[1)/instanceOfKind[@classCode=TNST'}/kin
dOfProductl@classCode="MMAT'|[@determinerCode="KIND']/ ésSpeci alizedKind[
@classCode='GEN'I[1]/generalizedMaterialKind[@classCode="MAT'] [@determiner
Code="KIND'l/code/original Text/text() |

Jodsrl @HEE oo
RENSETREE BB L, BRHEEEOBEEH LT D,
ElRE R EBRFEEEERE LT AWESTE, EET5Z L,
F—x | 9N ' - |
FHEE Ml L
XPath MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalocation="urn:hl7-
org-va
MCCI_IN200100UV01.xsd'1/PORR_IN049016UV(rl/controlActProcess[@classCod
e='CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ'I[1)/investigationEvent
[@classCode=TINVSTG'[@moodCode="EVN'l/component[@typeCode="COMP'|[adv
erseEventAssessmentl[1]/adverseEventAssessment[@classCode=INVSTG' [{@mo
0dCode='EVN'/subject1[@typeCode='SBJ'1[1)/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode='SBd'l[organizer/code[@code="1" [@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11']l[r]/organizer[@class Code='"CATEGORY" [@mood Code
='EVN'l/component[@type Code="COMPl/observation[@classCode='"OBS'[@mood
Code='"EVN'l{code[@code="7"][@codeSystem="2.16.840.1.113883.8.989.5.1.3.2.1.10'
llvaluel@xsi:type="INT'//@value
HHHMA BRI, WEEITEREFICEE STV ARSI B L ERT 5,
AR HEHERNELRZH LTV 2ESI0, P82 AR T LB TEDL, 2B, Kk
FHEREEZEN LW nWEAIsiE, WREEETREE TR U OO D RSRER Y
TAHZE, A—ORBREEHBEECOBRORERE AR L TIHEGE, I v TRE
STCRET S Z &,
F—F8 | 1000AN
PR EREEERE 1
XPath /MCCI_IN200100UV01 [@ITSVersion="XML_1.0'1[@xsi:schemal.ocation="urn:hl17-
orgiv3

MCCI_IN200100UV01.xsd'T/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT1@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode=TNVSTG'1[@mood Code='EVN'l/component[@typeCode='COMP][adv

11




erseEventAssessment][1]/adverseEventAssessmentl@classCode=INVSTG ] [@mo
0dCode="EVN'/subject1[@typeCode='SBJ'|{1]/primaryRole[@classCode=TNVSBJ'
/subjectOf2{@typeCode="SBd'l[organizer/code[@code="1'1[@codeSystem='2.16.840.
1.113883.3.989.5.1.8.2.1.11]] [r)/organizer[@classCode='"CATEGORY'l [@moodCode
='EVN'Vcomponent[@typeCode='"COMP'}/observation[@classCode="OBS' [{@mood
Code="EVN1[code[@code='8][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
1ivaluel@xsi:type="ED'}text()

J2.1303 PR

H H & R ERBICHH SN TV ORAREL T,

FLET I HHBRFHEEHEEZ RN LTV SBEIIE, B8R TH LN TE D, 2ds, ThE
BTERE LI L TWARWHEEICIE, BIRKS L 0@t o — RMEABR U TRET S
ze,

el i 1N

FFEHE B 5 2R

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'll@xsi:schemalocation="urn:hl’7-
orgwv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r]/contrel ActProcess|@classCod
e="CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ"| [1)/investigationEvent
[@classCode="INVSTG'] [@moodCode="EVN'l/component[@typeCode='COMP'{adv
erseliventAssessment][1)/adverseEventAssessment[@classCode='INVSTG'][@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'|[1]/primaryRolel@classCode="INVSBJ'
V/subjectOf2[@typeCode='SBJ'l[organizer/codel@code="1" [@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'|l[x}/organizerl@classCode='CATEGORY'l{@moodCode
="EVN'l/component[@typeCode='"COMP"]/observation[@classCode="OBS' [@mood
Code="EVN'l{codel@code="9"l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1¢'
Hivaluel@xsitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'l/@cod
e
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XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@XsilschemaLocation:‘ﬁrnlhl’Y-
0rg2§3 ‘
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[xl/controlActProcess[@classCod
e='CACT{@moodCode="EVN']/subject[@typeCode="SUBJ'] [1)/investigationEvent
[@classCode="INVSTGl@mood Code="EVN'l/component{@typeCode='COMP}Hadv
erseEventAssessment][1l/adverseEventAssessment[@classCode=TNVSTG' [@mo
odCode="EVNV/subject1{@typeCode="SBJ'|[1)/primaryRole[@classCode="INVSBJ"
J/subjectOf2[@typeCode="SBJ'l [organizericode[@code='1"l[@codeSystem="2.16.840.
1.113885.5.989.5.1.3.2.1.11' 1 [r)/organizer[@classCode="CATEGORY'] [@mood Code
="EVN'}/component[@typeCode="COMPT/observation[@classCode='OBS'[@mood
Code='EVN'icodel@code='9'T@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
llvaluel@xsittype="CEll@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.7'/@cod

eSystem Version

T2

BRI OGO T

T F

WA OB B IR OWRE OR M E TR,

FE TR

o1— RG22 < Boolean TiENEVNWVAEEE true=F | &, W2V EA X Mfalse=
&) BT AL, '

F-m R

Boolean 10A

FREfE

true==H
false="1%

XPath

/MCCI_IN200100UV01[@ITSVersion=XML 1.0'{@xsi'schemal.ocation="urn:hl7-
orgvad .
'MCCI_IN200100UV01.xsd'[/PORR_IN049016UV[r)/controlActProcess[@classCod
e='CACT'{@moodCode="EVN'/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode='INVSTG' [@mood Code="EVN'l/component[@typeCode='COMP{adv
erseEventAssessment][1)/adverseEventAssessmentl@classCode=INVSTG'l[@mo
0dCode='"EVN'/subject1[@typeCode="SBJ'|[1)/primaryRole[@classCode=INVSBJ'
1/subjectOf2[@typeCode="SBd {organizer/codel@code="1"] [@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'1 [r]/organizer[@class Code="CATEGORY']| [@mood Code
='EVN'l/componentl@typeCode="COMP'/observationl@classCode="OBS'[@mood
Code='"EVN'[code[@code='107[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1
0'llvaluel@xsi'type="BL'l/@value

| d2.144° KR - B

HEWHA

BROBA. UERE ORHERSS RBREMEEDN L FRTE RV b OTHIHA

Fm, FOMOBEEEEEAE ST 5, E2BHEE O E12.1b BWEAAEF%H (MedDRA
o— V) EE-ST O, BfER®EICER - BRI RN 5T 5, (THMCHIBEEIL,
FEAPIED 18, 2OMOIBREWEASREICHE L TOERTEH] © (1) #5858

TAHZEL)
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FLEL TR

S FEAGER L TRET 2 &,

7y

1N

g

RN

1=4H0
2=EEm

XPath

/MCCI IN200100UV01[@ITSVersion=XML_1.0'll@xsi:schemal.ocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsdl/PORR_IN049016UV[x]/controlActProcess[@classCod
e='CACT"l[@moodCode="EVN'/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode="INVSTH'] [@mood Code="EVN'/component[@typeCode='COMP'][adv
erseEventAssessment][1]/adverseEventAssessmentf@classCode=INVSTG"[@mo
0dCode='EVN'//subject1[@typeCode="SBJ'][1]/primaryRole[@classCode=INVSBJ'
I/subjectOf2[@typeCode='SBd"l[observation[idl[codel@code='29[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']]][il/observation[@classCode="0BS'] [@mood Code=
"EVNT/outboundRelationship2[@typeCode="PERT"][observation/code[@code="11"][
@codeSystem='2.16.840.1.113883.3.989.5.1,3.2,1.10'11[1}/observation]@classCode=
'OBS'1@moodCode='"EVN'l/valuel@xsitype="CE'l [@codeSystem="2.16.840.1.11388
3.3.989.5.1.3.2.1.8')/@code

XPath
(codeSystem

Version)

/MCCT_IN200100UVO1[@ITSVersion="XM1,_1.0"1[@xsi:schemal.ocation="urn:hl7-
orgvy '
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN'l/component[@typeCode='COMP']|[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode='"EVN'l/subject1[@typeCode='SBJ'|[1]/primaryRolel@classCode="INVSBJ’
V/subjectOf2[@typeCode="SBJ'l[observation[id]lcode[@code='29 [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']]1[i)/observation[@classCode='"0BS][@mood Code=
"EVN'/outboundRelationship2[@typeCode="PERT] [observation/codel@code="111[
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'}{1]/cbservationf@classCode=
'0OBS' [@mood Code="EVN'l/value[@xsi-type='CE'l [@codeSystem="'2.16.840.1.11388
3.3.989.5.1.3.2.1.8'/@codeSystemVersion

Taisr BEE

FEHE R CHEFERTICRON T, AMECBOTRERNERLR STV IBE.

5 H 7
INREEITRT,
FLECT R EHa— FeoEilha— FERRLUTEERT LI L,

WRBEDEE, EF/LMEELOFE L, RBEREFOERYHET2 - &,
Fio, SEHEREGOES, BB TomERIHTI L, ' '
HERSIIBO T, HEEORHYBIC L » TR—OEEN T ENEEE. 1 o0%

HLLUTHELTELIARY, ZORICIIAEREL 1 FRICTIHE L, £VIELEH
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HLT, —%H M%bz%m{mﬂ)ﬁ%@%ﬁaﬁﬁé i

HH, F—ORHERETRSNEEAITIE, YRAREI OV TEIMRET 5, £
DRI L, m@ﬁ&@&b%ﬁréMmemwﬁ%@%@@fa L. MEEED
ARENERS DB ORLEFIAT LD &,

k. XEOHBRNARERZEMIT, WHELTHI L,

755l

2A .
RS 180 3166-1 77 7-2 DE=2— F, EU
XPath

/MCCI_IN200100UV01 [@ITSVersi0n='mL_l O'H@xsi:schemalLocation="urn:hl7-
org'v3 '
MCCI_IN200100UV01.xsd'I/PORR_IN049016UV[r)/controlActProcessl@classCod

e='CACT'H@moodCode="EVN'/subject(@typeCode="SUBJ'|[1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'] /reference[@typeCode—‘REFR‘] [docu
mentfcode[@code '9'{@codeSystem="2.16.840.1.113883.3.989.2. 1.1. 27]][r]/docum
ent|@classCode=DOCT[@mood Code="EVN'l/participation[@typeCode="AUTV/assi
gnedEntity[@classCode='ASSIGNED'/representedOrganization]@classCode="OR
G'l{@determinerCode="INSTANCE'//asLocated Entityl@classCode=TOCE'/locatio

nl@classCode='"COUNTRY'|[@determinerCode=INSTANCE'/code[@codeSystem=
'1.0.3166.1.2.2'/@code

J2.16 WEREOE;

TH H 3

Eﬂ?%’ﬁiﬁﬂ:&tﬁ%‘ﬁ%ﬁﬁ: TRWT, THIFERE U EIC BT DEOME (H.1)
IR LI OEREZARIBR 28T, ‘

R

PR ERs o Tk, BREBR PR OBE10, RBT A (OWThiE), w8,
J:tfxﬂﬂ% EHT %%GD%T’I BAETABENOBLY A7 230 CERE L, kR
Bk RFZEOBEIE, ETESUTHIIROA TR, in vivo,/in vitro DRI %58 TReET

| BTk,

AERBBEHRE SN TR, HEZE UE i, RS RA, HEORE (?ﬁJﬁE-
BEGIEE  HEOERE, il LoEROUET, Wik - A - Brtohih, R
@W'Eﬁﬁ RO T, BBRT OREHEORILE) . HEONA (@EH%L@EE
DYFTOHENFRLHEAL bRHT 52 L) 2EDCRATL L,

F—y 1

500AN

AR

A E

XPath

/MCCI_IN2001000V01{@ITSVersion="XML_1.0" [@xsi: schemaLocatiotnfurnihl'Y"
orgivy ‘

MCCI_IN200100UV01.xsd'1/PORR_IN049016UVIrl/controlActProcessl@classCod
e="CACT'] [@moodCode=‘EVN‘]/s_ubj ect[@typeCode="SUBJ'] [l]finvestigatioﬁEvent

| [@classCode=TNVSTG][@mood Code='EVNl/component[@typeCode='"COMP|[adv

erseFventAssessment][1]/adverseEventAssessment{@classCode=TINVSTG'| [@mo
0dCode="EVN'l/component1[@typeCode="COMP'][observationEventlcode [@code="
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12 [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.101]1[1]/observationEvent[@
classCode="OBS'[@mood Code='"EVN'l/valuel@xsi:type="ED'l/text(}

J21Tr RB/REONE
HH Eﬁﬁ@ﬂ R E DA fﬁ?ﬂfﬁﬂﬁ/ﬁni R :Zc r%ﬁ&ﬂ:%“%ﬁ/ﬂ%J CDE';E xTT
FLEE TR 72l
T—H Al IN
FFAE 1=FEFRAER,
=PRI
XPath MCCI IN2001000V01[@ITSVersion="XML_1.0'l{@xsi:schemal.ocation="urn:hl7-

org-va
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r)/controlActProcessl@classCod
e='"CACT'] [@moodCode="EVN"l/subject[@typeCode="SUBJ'}[1)/investigationEvent
[@classCode=TNVSTG' ] [@mood Code="EVN'/reference[@typeCode="REFR'][docu
ment/codel@code="2"1[@codeSystem="2.16.840.1.113883.3.989.2.1.1.27'11[x]/docum
ent [@classCode "DOC] [@moodCode="EVN']/title/text()

.};J2 181 ?ﬁ*{p%‘iﬁﬁﬁﬁ

HEAB | ICSR ORAFH OMMA TR,

LT MSTATROE NS R E AR SRS L o 5,

F— 51 100AN

e H HRLEL

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemal.ocation=urn:hl7-
orgv3d
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[xl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN')/subject|@typeCode='SUBJ'|[1]/investigation Event
[@classCode="TNVSTG'|[@moodCode="EVN'l/subjectOf 1 [@typeCode='"SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1]/controlAct Event[@classCode='CAC
Tl @mood Code="EVN'] /primarylnformationRecipient [@typeCode="PRCP/assign
edEntityl@class Code="ASSIGNED I/representedQrganization|@classCode="ORG']
[@determmerCode—‘INSTAN CEl/name/text()

2182 ZHEERA

HE & ICSR OZ{EHDOEEX 2T,

AL ke BER LTS,

T 100AN

A E H HFH
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XPath /IMCCI_IN200100UV01[@ITSVersion=XML_1.0'][@xsi:schemaLocation="urn'hi7-
org-v3 ' _
MCCI_IN200100UV01.xsd T/PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT'] [@moodCode='EVN']/subject[@typeCode="SUBJ'|[1]/investigation Event
[@classCode=TNVSTG'{@mood Code='EVN/subjectOf1 [@typeCode="SUBJ l{cont
rolActEvent/primaryInformationRecipient] [1]/control ActEventl@class Code="CAC
T1@moodCode='"EVNY/primaryInformationRecipient[@typeCode="PRCI"]/assign
edEntityl@classCode='ASSIGNED/assigned Person[@classCode="PSN'|{@determ
inerCode=TNSTANCEl/name/prefiz[1]/text()

92183 BiEEL

WHHHA | ICSR OZEH LR,

L TR BEOBEROMETE TS,

F—Z8 | 100AN '

iRy B HTEE

XPath /MCCI_IN200100UVO01[@ITSVersion="XMIL_1.0"[@xsi:schemal.ocation="urn‘hl7-
org:v3a

MCCI_IN200100UV01.xsd'/PORR_IN049016UV([r]/controlActProcess@classCod
e='CACT][@moodCode="EVN'] /subject[@typeCode='"SUBJ'1[1l/investigationEvent
[@classCode=TINVSTG][@moodCode="EVN'/subject Of1[@typeCode="SUBJ"l[cont
rolActEvent/primaryInformationRecipient![1l/controlActEvent{@classCode="CAC
T @mood Code="EVN'/primaryInformationRecipientl@typeCode="PRCP']/assign.
edEntity[@classCode’ﬁ'ASSIGNED'] /assignedPerson[@classCode="PSN'l[@determ

inerCode="TNSTANCEl/name/family[1}/text()

fEE %

[CSR D= H 0% %77

FLECL R WEOBEEROA TS,

F—Z% | 100AN

rEE B HEEE

XPath /MCCI_IN200100UVO1[@ITSVersion="XMIL,_1.0'[@xsi:schemal.ocation="urnhl7-
org:v3

MCCI_IN2001000V01.xsd'//PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ'H[1]/investigationEvent
[@classCode=TNVSTG'] [@mood Code="EVN"l/subjectOf1 [@typeCode="SUBJ ] [cont
rolAétEvent/primarylnformationRecipient} [1]/controlActEvent|@classCode="CAC
TH@moodCode='EVN'/primaryInformationRecipient[@typeCode=PRCP')/ aésign
edEntity[@classCode='ASSIGNED/assignedPerson[@classCode=PSN'l[@determ
Imame/given[1]/text(
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HHEM TR H

FLEOTHE | AL
F—HR 10000AN
PR H e ‘ :
| XPath /MCCI_IN200100UV01[@ITSVersion=XML,_1.0"][@xsi:schemalocation="urn:hl17-
orgv3

MCCI_IN200100UV01 .xsd] /PORR_'INO490 16UV[xl/controlActProcessl@classCod
e='CACT] [@moodCode="EVNY/subject@typeCode="SUBJ1[1]/investigationEvent
[@classCode="INVSTG' [@mood Code="EVN'] lcomponent[@typeCode="COMP][adv
erseEventAssessment][1]/adverseEventAssessment{@classCode=TNVSTG'][@mo

0dCode="EVN'l/component1[@typeCode='"COMP"|[observationEventlcode[@code="
131 [@codeSystem='2,16.840.1.113883.3.989.5.1.3.2.1.10'Tl1 [1}/observationEvent|@
classCode="0OBS8'[@mood Code="EVN'l/valuel@xsi:type="ED'|/text()

J2.20° {652
TR H &R A TTE H
TEE T 7L
T 10000AN
FHEE Sl ERE
XP_ath /MCCIL_IN200100UV01[@ITSVersion="XML_1.0'|[@xsi:schemalocation=urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN04901.6UV[rl/controlActProcess[@classCod
e="CACT| [@moodC;)defEVN'}/subject [@typeCode='"SUBJ'H[1}/investigationEvent
[@classCode="INVSTG'l[{@mood Code='"EVN'l/component[@typeCode="COMP'][adv
ersellventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'l[@mo
0dCode="EVN'l/component1[@typeCode="COMP'][observationEventlcode[@code="
14'}@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1011[ 1]/observationEvent[@
classCode='"0BS'l[@moodCode="EVN'l/valuel@xsi:type="ED'l/text()

221 %
HAHN | FEES
eS| Bl
T — &3 10000AN
|ermin | amam
XPath MCCIJNZOOlOOUVOl [@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-
org:va

MCCI_IN200100UV01.xsdl/PORR_IN049016UV/[r]/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN"//subject{@typeCode="SUBJ'l[1)/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG][@mo
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0dCode="EVN'l/component 1{@typeCode="COMP' [observationEventlcode[@code="
157 [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']]1{1)/observationEvent[@
classCode='0BS'[@moodCode='"EVN'I/valuel@xsi:type="ED'l/text(

TR R

ETE 2L

F—x80 | 10000AN

A B H R ‘

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0'[@xsi: schemalocation="urn:hl7-
org:v3 ; :
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT@moodCode="EVN'l/subject[@typeCode='SUBJ'H{1)/investigationEvent
[@classCode="INVSTG' [@mood Code="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment|@classCode="INVSTG'|[@mo
odCode='"EVN"l/component 1|@typeCode="COMP'][observationEventlcodel@code="
16'|@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10111{1}/observationEvent[@
classCode='"0BS'l[@mood Code='"EVN Tvaluel@xsi:type="EDT/text(

e

W HR EFAADBER SR G RBER SRS T W T, SR DERERT,

TEITE HERREOERETHT S, '

T H 100AN

AR B HEia

XPath MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsiischemal.ocation="urn:hl7-
orgivd ‘ :

MCCI_IN200100UV01.xsdl/PORR_IN049018UVIrl/controlActProcessl@classCod
e='CACT[@moodCode="EVN'l/subject|@typeCode="SUBJ'|[1]/investigation Event
[@classCode="INVSTG'[@mood Code="EVN'l/component]@typeCode='COMP'Hadv
erseEventAssessment][1l/adverseEventAssessment[@classCode="INVSTG'[@mo

0dCode="EVN"l/subject1[@typeCode="'SBJ'][1]/primaryRolel@classCode="INVSBJ
1/subjectOf2[@typeCode="SBJ'l [organizer/code[@code="4"1{@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11 [1]/organizer[@classCode='"CATEGORY'l [@moodCode="E
VN'/component[@typeCode="COMP'l[substanceAdministration/id][kl/substanceA
dministration[@clagsCode="SBADM'T[@mood Code='EVN'l/consumablel@typeCode
= CSM'{1)/instanceOfKindl@classCode="INST'/kind Of Productl@classCode=MM

AT'] [@determinerCodeﬂ‘KIND']/asNamedEntity{l}/narﬁe[@xmlllang:‘ja'] [1]itext()

J224k BEAER

TH H & B SEEM S X OYEERBHERNRE BV T, e O/ 2R,
BT BRI T 2 ITHIRR 5 L VY o SRR A BIR L TRl 5,
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F—& 3AN

FREE BIHE B ZHR

XPath MCCI_INQOOlOOUVOI[@ITSVersionZ'}ﬂ\/ILgl.O'] [@XsiischemaLocati0n=‘urn2h17-
orgv3

MCCL_IN200100UV01 xsd/PORR_IN049016UV [rl/controlActProcess(@classCod
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dministration|[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
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subjectOf2[@typeCode="SUBJ //controlActEventl@classCode="CACT'] [@mood Cod
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e='CACT'[@moodCode="EVN'l/subject@typeCode="SUBJ'|[1)/investigationfvent
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[@classCode="INVSTG'|[@moodCode="EVN'l/outboundRelationship[@type Code='
SPRT][relatedInvestigation/code[@code='2"] [@codeSystem='2.16.840.1.113883.3.9
89.2.1.1.22'1[r] /relatedInvestigation[@classCode="INVSTG'[@mood Code="EVN'l/
subjectOf2[@typeCode="SUBJ l/controlAct Event@classCode='CACT'] [@mood Cod
e='EVN'V/ author[@typeCode=’AUT']/assignedEntity{@classCode=‘ASSIGNED‘]/as
signedPerson{@classCode="PSN'][@determinerCode=TNSTANCE/asIdentifiedE
ntityl@classCode=TDENT'][2]/code[@codeSystem="2.16.840.1.118883.3.989.5.1.3.
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