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J2.13.r.2 x< > =< > =< > =< > =< > =< { Iy B s s I | > =< > =< > =< > =< > > > { Iy B s s I | A A TXT 1000 2 19 0 [01799 | 00
J2.13.r.3 > > > > > > > > > > > [y B s s I o | > =< > =< > =< > =< > =< > [y B s s I o | A A CL_J213r3 2 20 0 [o01799 | 00
J2.13.r.3[Ver] - codeSystemVersion X< | x| x| x| x [ x|x|x|x|x|[x|DO|lO|O|O[O|O|Ofx<|x<|x|[>x]x]|x|x|x|x|x|x|OlO|O|O|O0|O0O|CO| a A TXT 5 2 21 0 |01799| 00
J2.13.r.4 X | X [ X x| x| X | x| X | X[ X ]| X X | X [ x| x| x| X | x| x| X[ X ]| X A A Boolean TRUE/FALSE 2 22 0 |01799 | 00
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C.2.r.2 - 3 33 0 [01799 | 00

1/10




ACK (8
R3) R3) NullFlavor
AA | AB | AC | AD | AE | AF | AG |BA BB |BC BD DA | DB | DC|DD |DE | DF |DG| AA AB | AC AD | AE | AF | AG |BA BB BC |BD | DA |DB | DC | DD | DE | DF DG ACK
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G - 7 00 0 00 00
G.k - 7 01 0 [01799 | 00
J2.4.k A A CLJ24k 2 36 0 |01799 | 00
J2.4.K[Ver] - A A TXT 5 2 37 0 |01799 | 00
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J2.25.k.r X | X< [ x| x| x| > [ > | 0| OO0 DO X | > [ > | > | > | X | X || X | X | X | X | > | X | X | O[]0 > | x| > | x| >x| x| x| A| A CL_J225kr 7 14 1 |01799 | 01799 | =k, =r
J92.25.k.1[Ver] - codeSystemVersion < | x| x| x| x| x| x|olo|lo|Oo| x| x| x| x| x| x| x|x|x|x|x|x|x|x|poglo|lo|oO|x]|x]|x]|x]|x]|x|x| a| a TXT 5 7 | 14| 2 |or99|o01799| =k, ~=r
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R3) NullFlavor
R3
) AA | AB | AC | AD | AE | AF | AG | BA | BB BC  BD DA DB |DC DD | DE | DF DG AA | AB | AC  AD | AE | AF | AG BA BB BC | BD | DA | DB | DC | DD |DE | DF | DG
N.1 ICHICSR - 1 00 0 00 00
BATCH WRAPPER
N.1.1 A A E2B CL1 1 01 0 00 00
N.1.1[Ver] - Al a T 5 1 02| o |00 | 00
codeSvstemVersion
N.1.2 TXT 100 1 03 0 00 00
N.1.3 TXT 60 1 04 0 00 00
N.1.4 TXT 60 ”PMDA” 1 05 0 00 00
N.1.5 CCYYMMDDhhmmss 1 06 0 00 00
N.2.r ICH ICSR - 1 07 0 (0000 9999
N.2.r.1 TXT 100 C11 1 08 0 (0000 9999
N.2.r.2 TXT 60 1 09 0 (0000 9999
N.2.r.3 TXT 60 ”"PMDA” 1 10 0 (0000 9999
N.2.r.4 CCYYMMDDhhmmss 1 [ 12| o [oooo | 9999
C.1 - 3 |0 | o | oo | oo
C.1.1 TXT 100 - 3 o1 | o 00 00
C.1.2 CCYYMMDDhhmmss 3 02 0 00 00
C.1.3 < < < < A A E2B CL2 3 03 0 00 00
C.1.3[Ver] - codeSystemVersion x< | x x< | x A A TXT 5 3 04 0 00 00
C.1.4 A A CCYYMMDD 3 05 0 00 00
C.1.5 A A CCYYMMDD 3 06 0 00 00
C.1.6 - 3 07 0 00 00
C.1.6.1 o o iy o [y o | o o O & o By | A A AE AG BC BD Boolean TRUE/FALSE 3 08 0 00 00
DE DG
C.1.6.1.r - 3 09 0 01799 | 00
C.1.6.1.r.1 s Iy s I s s s s A A X TXT 2000 3 10 0 01799 | 00
CIOMS MedWatch
C16.1 true
C.16.1r1
C.16.1r2
C.1.6.1.r.2 A [ A A [ A A [ A A [ A A [ A A [ A A [ A A [ A A [ A A [ A A [ A A | A A | A A | A A | A A [ A A [ A A | A A | A B64 3 11 0 |01799 [ 00
<text mediaType="application/pdf'
representation="B64">
</text>
C.1.7 A | A Boolean TRUE/FALSE R2 Al19 3 | 12| 0 |00 | 00
IAC Ei3.2 NullFlavor NI
true
true
C.1.8 - 3 13| 0 |00 | 00
C.1.8.1 TXT 100 3 14 0 00 00
C.1.8.2 E2B_CL3 3 15 0 00 00
C.1.8.2[Ver] - codeSystemVersion TXT 5 3 16 0 00 00
C.1.9 - 3 17 0 00 00
C.1.9.1 < > < > A A Boolean TRUE NI 3 18 0 00 00
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E2B(R3)

ACK (8
R3) NullFlavor
R3
) AA | AB | AC | AD | AE | AF | AG |BA BB |BC BD DA | DB | DC|DD |DE | DF |DG| AA AB | AC AD | AE | AF | AG |BA BB BC |BD | DA |DB | DC | DD | DE | DF DG ACK
C.1.9.1r - 3 19 0 |01799 | 00
C.1.9.1r.1 o o s s s I Y > =< [y By s s sy e |y | =< > [y By e s s B e A A TXT 100 3 20 0 [01799 | 00
C.1.9.1.r.2 e > > [y By s s s | =< > [y By s I s I o s A A TXT 100 3 21 0 |01799| 00
C.1.10.r A A A A A A A > > A A A A A A A A A A A A A A A A > > A A A A A A A A A A A TXT 100 3 22 0 01799 00
C.1.11 - 3 23 0 00 00
C.1.11.1 s Iy s I s s s s E2B CL5 3 24 0 00 00
C.1.11.1[Ver] - codeSystemVersion e I e e s e e e e s e e I e e e e e I e I e s e e I e e e e e e e e s e e e e | TXT 5 3 25 0 00 00
C.1.11.2 [ | - - oy o I s o | - - T s I e s s TXT 2000 7 3 26 0 00 00
PMDA
C.2.r - 3 27 0 [01799 | 00
C.2.r.1 - 3 28 0 |01799 | 00
C.2.r.1.1 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 50 MSK,UNK, 3 29 0 01799 | 00
ASKUNAS
K
C.2.r.1.2 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 60 MSK,ASKU 3 30 0 01799 | 00
NASK
C.2.r.1.3 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 60 MSK,ASKU 3 31 0 01799 | 00
NASK
C.2.r.1.4 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 60 MSK,ASKU 3 32 0 01799 | 00
NASK
C.2.r.2 - 3 33 0 [01799 | 00
C.2.r.2.1 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 60 MSK,ASKU 3 34 0 |01799 | 00
NASK
C.2.r.2.2 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 60 MSK,ASKU 3 35 0 |01799 | 00
NASK
C.2.r.2.3 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 100 MSK,ASKU 3 36 0 [o01799 | 00
NASK
C.2.r.2.4 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 35 MSK,ASKU 3 37 0 |01799 | 00
NASK
C.2.r.2.5 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 40 MSK,ASKU 3 38 0 |01799 | 00
NASK
C.2.r.2.6 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 15 MSK,ASKU 3 39 0 |01799 | 00
NASK
C.2.r.2.7 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > TXT 33 MSK,ASKU 3 40 0 |01799 | 00
NASK
C.2.r.3 Oo|jo|o| o > [ > s Iy I o s I s ) x| x s Iy I A A 1SO_3166- MSK,UNK, 3 41 0 |01799 | 00
(AE,AF,DE,DF BC,BD) 1(alpha_2)+EU ASKUNAS
(AG,DG) K
C2r3
nullFlavor
C.2.r4 =) J =) J > > > > > > > J =) J =) > > > =) J =) J > > > > > > > J =) J =) > > > A A E2B CL6 UNK 3 42 0 01799 00
C.2.r.4[Ver] - codeSystemVersion OO < | < | x| x|x|x|x<x|O|O|O|O] x| x| x<|O]0O| 0|0 x| >x] x| >x|>x|>x|>x|O|0O|0O|0O]|>x]| x| x A A TXT 5 3 43 0 |01799| 00
C.2.r.5 3 3 3 3 3 3 3 3 3 3 3 3 3 3 3 3 3 3 3 3 A A 3 44 0 01799 00
C.3 - 3 45 0 00 00
C.3.1 E2B CL7 3 46 0 00 00
C.3.1[Ver] - codeSystemVersion TXT 5 3 47 0 00 00
C.3.2 TXT 100 3 48 0 00 00
C.3.3 - 3 49 0 00 00
C.3.3.1 >< > >< > >< < > < > < > < > < > > > > > > > > > > > > > > > > > > > > > > > > TXT 60 3 50 0 00 00
C.3.3.2 TXT 50 3 51 0 00 00
C.3.3.3 TXT 60 3 52 0 00 00
C.3.3.4 A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A TXT 60 3 53 0 00 00
C.3.35 TXT 60 3 54 0 00 00
C.3.4 FAX - 3 55 0 00 00
C.3.4.1 TXT 100 3 56 0 00 00
C.3.4.2 TXT 35 3 57 0 00 00
C.3.4.3 TXT 40 3 58 0 00 00
C.3.4.4 TXT 15 3 59 0 00 00
C.3.4.5 1S0_3166-1(alpha_2) 3 60 0 00 00
C.3.4.6 A | A | A | A | A | A Aa]|xX|>x]A|[A]| A|A]| A A[A]|A|[Aa]a|a]a|a|a]|afa]|>x>x]AaA|A]| A A|[Aa]|Aa[a]|alafa]a TXT 33 3 61 0 00 00
C.3.4.7 FAX A | A | A | A | A A Aa|x|>x]A|[A]| A|A]| A|A|[A]|A|[Aa]a|a]a|a|a]|afa]|>x>x]AaA|A]| A A|[Aa]|Aa[a]|ala]a]a TXT 33 FAX 3 62 0 00 00
C.3.4.8 > b3 > b3 > b3 > b3 > b3 > b3 > b3 > =< > =< > =< > =< > =< > =< > =< > =< > =< > =< > =< > =< TXT 100 3 63 0 00 00
C.4.r - 3 64 0 |01799 | 00
C.4.r.1 s e s s I e s o | A A TXT 500 ASKUNAS 3 65 0 [01799 | 00
K




E2B(R3)

ACK
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R3) NullFlavor
R3
) AA | AB | AC | AD | AE | AF | AG |BA BB |BC BD DA | DB | DC|DD |DE | DF |DG| AA AB | AC AD | AE | AF | AG |BA BB BC |BD | DA |DB | DC | DD | DE | DF DG ACK
C.4.r.2 A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A A B64 3 66 0 01799 00
<text mediaType="application/pdf'
representation="B64">
(
</text>
C.5 - 3 67 0 00 00
C.5.1.r - 3 68 0 [01799 | 00
C.5.1.r.1 A A A A A A A > > A A A A A A A A A A A A A A A A > > A A A A A A A A A A A TXT 50 ASKUNAS 3 69 0 01799 00
K
C.5.1.r.2 A A A A A A A > > A A A A A A A A A A A A A A A A > > A A A A A A A A A A A 1SO_3166- ASKUNAS 3 70 0 01799 00
1(alpha_2)+EU K
C.5.2 A A A A A A A > > A A A A A A A A A A A A A A A A > > A A A A A A A A A A A TXT 2000 ASKUNAS 3 71 0 00 00
K
C.5.3 A A A A A A A > > A A A A A A A A A A A A A A A A > > A A A A A A A A A A A TXT 50 ASKUNAS 3 72 0 00 00
K
C.5.4 | s Iy Iy s | > > [y By s s s | =< > [y By s I s I o s A A E2B CL8 3 73 0 00 00
C.5.4[Ver] Oo|lo|lo|o|lo|fo|4da > > e e s s | s s o | =< =< e B s I s I A A TXT 5 3 74 0 00 00
- codeSvstemVersion
D - 4 00 0 00 00
D.1 >< > >< > >< > > > > > > > > > > > A A TXT 60 MSK,ASKU 4 01 0 00 00
JNASK,UN
K
D.1.1 - 4 02 0 00 00
D.1.1.1 O|lo|lo| o] x < > < > < <x |O|lo|lo| ol < > x| Oo|lo|o| ol x > > > > > <x | O|lOo|lo|lo| x > > A A ([INullFlavor TXT 20 MSK 4 03 0 00 00
D.1.1.2 O|lo|lo| o] x < > < > < <x |O|lo|lo| ol x > x| Oo|lo|o| ol x > > > > > <x | O|lOo|lo|lof| x > > A A ([INullFlavor TXT 20 MSK 4 04 0 00 00
D.1.1.3 O|lo|lo| o] x < > < > < <x |O|lo|lo| ol < > x| Oo|lo|o| ol x > > > > > <x | O|lOo|lo|lo| x > > A A ([INullFlavor TXT 20 MSK 4 05 0 00 00
D.1.1.4 O|lo|lo| o] x < > < > < <x |O|lo|lo| ol < > x| Oo|lo|o| ol x > > > > > <x | O|lOo|lo|lo| x > > A A ([INullFlavor TXT 20 MSK 4 06 0 00 00
D.2 - 4 07 0 00 00
D.2.1 Ol O| O[O x| x| x[>x|>x|x|>x 0|00 >x| x| <000 [0 >x | x| x| x|>x] x| x| 0O|>|[c| x| x| x| A | A |[NulFlavor CCYYMMDD MSK 4 08 0 00 00
D.2.2 - 4 09 0 00 00
D.2.2a o oy s o | =< =< =< [y =< =< [y o > > =< [y Iy o | > =< > O | &3 > > [y o =< > =< A A NUM 5 4 10 0 00 00
D.2.2b o > > > | &= > > Iy i > > =< [ Iy I o | > =< > | &= =< > Iy i =< > =< A A E2B_CL26b UCum 10a 4 11 0 00 00
D.2.2.1a s T I I B PSS > < | O | x <x |O|lo| oo x < x| OoO|lo| o] | x =< < | dJ|Oof =< < | O|lOg|of|of x < =< A A NUM 3 4 12 0 00 00
D.2.2.1b o > > > | &= > > Iy i > > =< [ Iy I o | > =< > | &= =< > Iy i =< > =< A A E2B_CL26g UCum trimester 4 13 0 00 00
D.2.3 s s o | > > > | = > > [ v By =< > =< [ Iy Iy o | > > > | = =< > { s [ | =< < =< A A E2B_CL9 4 14 0 00 00
D.2.3[Ver] ( )- O|lOo|lojla|x|x<x|x<x|Oo|lO|x<|x|Oojlog|Oo|jda|x|x<x|x<x(o|lo|lco|d|x|x<x|x|O|O|x<|x|O(a|oO|(da] x| x| a|a TXT 5 4 15 0 00 00
codeSvstemVersion
D.3 kg A A A A x< | x < A A > < A A A A > x< | x A A A A x< | x < A A > < A A A A > x< | x A A NUM 6 4 16 0 00 00
D.4 cm A A A A > > > A A > > A A A A > > > A A A A > > > A A > > A A A A > > > A A NUM 3 4 17 0 00 00
D.5 o oy iy Y o Y e S > < A A > B [ I s I sy ) S 8 < x| O|lO| || x > < A A > x | O|Oo|Ofocf x < > A A 12 UNK,ASKU AC,AD,DC,DD 4 18 0 00 00
NASK,MS [MSK
K
D.6 A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A > > > A A CCYy MSK AC,AD,DC,DD 4 19 0 00 00
MSK
D.7 - 4 20 0 00 00
D.7.1.r - 4 21 0 [o01799 | 00
D.7.1.r.1a MedDRA o > > > [y - > > Iy i > > > [ Iy I o | > =< > | &= > > Iy i =< > =< A A TXT 4 4 22 0 [o01799 | 00
D.7.1.r.1b o > > > | &= > > Iy i > > =< [ Iy I o | > =< > | &= > > Iy i =< > =< A A NUM 8 4 23 0 [o01799 | 00
MedDRA
D.7.1.r.2 A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A > > > A A CCYy ASKUNAS AC,AD,DC,DD 4 24 0 01799 00
KMSK  |MSK
D.7.1.r.3 A A A A < > < A A > < A A A A > < > A A A A < > < A A > < A A A A > < > A A Boolean TRUE/FALSE ASKUNAS AC,AD,DC,DD 4 25 0 [o01799 | 00
KMSK,UN [MSK
K
D.7.1.r.4 A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A > > > A A CCYy ASKUNAS AC,AD,DC,DD 4 26 0 01799 00
KMSK  |MSK
D.7.1.r.5 A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A > > > A A TXT 2000 4 27 0 01799 00
D.7.1.r.6 A | A A | A | x| x| x| x| x| x| x| A A [ A A | x| x| x| A | A A | A | x| x| x| x| x| x| x| A A | a A | x| x| x| A | A Boolean TRUE 4 28 0 |01799| 00
D.7.2 A A A A > > > A A > > A A A A > > > A A A A > > > A A > > A A A A > > > A A TXT 10000 UNK,ASKU AC,AD,DC,DD 4 29 0 00 00
NASK,MS [MSK
K
D.7.3 A A A A < > < > < > < A A A A > < > A A A A < > < > < > < A A A A > < > A A Boolean TRUE 4 30 0 00 00
D.8.r - 4 31 0 [01799 | 00
D.8.r.1 o oy s o | =< > =< A A > =< [y o > > =< [y Iy o | > =< > A A =< > [y o =< > =< A A TXT 250 NA 4 32 0 [01799 | 00
D.8.r.2a MPID > > =) J > > > > > > > > > J =) > > > > > =) J > > > > > > > > > = = > > > A A TXT 250 IDMP 4 33 0 01799 00
D.8.r.2b MPID > > =] | > > > > > > > > > | =] > > > > > =] | > > > > > > > > > | =] > > > A A TXT 250 |IDMP 4 34 0 01799 00
D.8.r.3a PhPID > > =) J > > > > > > > > > J =) > > > > > =) J > > > > > > > > > = = > > > A A TXT 250 ||DMP 4 35 0 01799 00
D.8.r.3b PhPID > > =] | > > > > > > > > > | =] > > > > > =] | > > > > > > > > > | =] > > > A A TXT 250 IDMP 4 36 0 01799 00
D.8.r.4 A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A > > > A A CCYy ASKUNAS AC,AD,DC,DD 4 37 0 01799 00
KMSK  |MSK

5/10




E2B(R3)

ACK
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R3) NullFlavor
R3
) AA | AB | AC | AD | AE | AF | AG BA BB |BC BD DA | DB | DC | DD |DE | DF | DG|AA|AB | AC | AD|AE AF AG BA BB BC BD DA | DB |DC | DD |DE | DF | DG ACK
D.8.r.5 A | A | Al A x| x[>x[>x]|>x]|>x|>| A | A | A[Aa]|>x]|>x[>x]aA4]| a| A Aa|>x]|>x]>x|>x]|>x]|>x|>x|AaA4]| A ]| A|[aAa]|>x]|>x]|>x]a]|a ccyy ASKUNAS ACADDC,DD 4 38 0 |o1799| o0
KMSK  |MSK
D.8.r.6a MedDRA O|lOo|g(Oflx| x| x|[x|x|x|x<|[O|lO|O|O|x|x|x<x|O|lO|O|Ofx|>x|>x|x|[>x|x|x[O|O|O|Ofx|>x]|>x<| A|a TXT 4 4 39 0 |01799 [ 00
D.8.r.6b MedDRA OO | O[] x| x| x| >x|>x|>x|x |00 0[] > | x| xO0[0| 0[] >x | x| x| x| x| >x|x |00 x| x| x A A NUM 8 4 40 0 |01799| 00
D.8.r.7a MedDRA O|lOo|lojlg|x|x<x|x<x|O|O|x<|x<x|O(ao|Oo|lda|x|x<|x<x(Oo|la|o|lda|x|x|x|O|da|x|x|O|O|0O|c| x| x| x A A TXT 4 4 41 0 |01799| 00
D.8.r.7b MedDRA O|lOo|lojOg|x|x<x|x|O|O|x<x|x|Oo|O|l0|x|x<|x(Oo|la|O|0O|x|x|x|O|0]|x|x|0O|0O|0O|cf x| x| x A A NUM 8 4 42 0 |01799| 00
D.9 - 4 43 0 00 00
D.9.1 (=] (=] > > > > > > > (=] (=] > > > (] (] > > > > > > > (] (] > > > A A CCYY ASKUNAS AC,AD,DC,DD 4 44 0 00 00
KMSK  |MSK
D.9.2.r - 4 | 45 0 [o1799 | 00
D.9.2.r.1a MedDRA O|lOo|g(lOflx| x| x|[x|x|x|x<x|[O|lO|O|O|x|x<|x<x|O|lO|O|Ofx|>x|>x|>x|[x|x|x|[O|O|O|Ofx|>x]|>x| A|a TXT 4 4 | 46 0 |01799 [ 00
D.9.2.r.1b MedDRA OO | O[] x| x| x| >x|>x|x|x |00 > | x| xO[0| 0[] >x | x| x| x| x| >x|x |00 x| x| x A A NUM 8 4 47 0 |01799| 00
D.9.2.r.2 A A A A X | X | x| x| x [ x| x| A A A A | x| x| x A A A A X | > | x| x| x [ x| x| A A A A | x| x| x A A TXT 250 4 48 0 |01799| 00
D.9.3 Oo|jo|jo|joO| x| x x | x x | x x| O|lO| O3 x < | x(|O|O|lO|O| x| x x | x x | x x| O|lOo|Oo|O| x x | x A A Boolean TRUE/FALSE UNK,ASKU 4 49 0 00 00
NASK
D.9.4.r - 4 50 0 [o01799 | 00
D.9.4r.1a MedDRA O|lO|OjO| x| x|x|>x|x|x|x|O(O|O|0O]|x|>x|xO|O|O|0O]|>x|>x|>x|>x|x]|>x|x|O|O|O0O|0O]|>x|>x|x A A TXT 4 4 51 0 |01799| 00
D.9.4.r.1b MedDRA O|lO|OjO| x| x| x|x|x|x|x|O(O0|O|0O]|x|>x|xO|lO|0O|0O]|>x|>x|>x|>x|x|>x|x|O|0O|0O|0O]| x| >x|x A A NUM 8 4 52 0 |01799| 00
D.9.4.r.2 A | A | A A x| x[>x|>x]| x| >x|>x| A | A | A[A]|>x]|>x[>x]A]| A | A[Aa]|>x]>x[>x|>x]|>x]|>x|[>x|A| A | A|[Aa]|>x]|>x]|>x|a]|a TXT 250 4 53 0 |01799 [ 00
D.10 - 4 54 | 0 00 00
D.10.1 A | A | Al A x| x[>x[>x]|>x]|>x|>x| A | A | A[Aa]|>x]|>x[>x]A4]| a| A[Aa]|>x]|>x]>x|>x]|>x]|>x|>x|A4]| A | A|[Aa]|>x]|>x]|>x]a]|a TXT 60 MSK,UNK, 4 55 0 00 00
ASKUNAS
K
D.10.2 - 4 56 0 00 00
D.10.2.1 > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > > CCYY MSK,ASKU 4 57 0 00 00
NASK
D.10.2.2 - 4 58 0 00 00
D.10.2.2a O|lOo|Og|Oo|l x| x| x|x|x|x|x<x|O|lO|O|0O|x|x|x|O|lO|O|Ofx|>x|x|x|[>x|x|x|[O|O|O|O|>x|>x]| x| A[a NUM 3 4 59 0 00 00
D.10.2.2b O|lO|O[Oflx| x| x<x|[x|>x|x<|x<x|[O|lO|O|O|x|x<|x<|O|O|O|0Of>x|>x]|>x|>x|[>x]|>x|x>x<|[O|O|O|Of>x|>x]>x<| aA|a E2B CL26a UCuM 10a 4 60 0 00 00
D.10.3 A | A | A A >x| x> [>x]|>x]|>x|>| A | A | A[A]|>x]>x[>]Aa4]| a| A [ a[>x]>x][>x|>x]|>x]|>x|[>x|Aa4]| A ]| A|[aAa]|>x]>x]>x]a]a ccyy ASKUNAS AC,ADDC,DD 4 61 0 00 00
KMSK  |MSK
D.10.4 kg A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A > > > A A NUM 6 4 62 0 00 00
D.10.5 cm A | A | A A x| x[>x|>x]| x| >x|>x| A | A | A[A]|>x]|>x[>x]A]| AaA| A[Aa]|>x]>x[>x|>x]|>x]|>x|[>x|A| A | A|[Aa]|>x]|>x]|>x|a4]|a NUM 3 4 63 0 00 00
D.10.6 A | A | A A >x| x> [>x]|>x]|>x|>| A | A | A[A]|>x]>x[>]Aa4]| a| A [ a][>x]>x][>x|>x]|>x]|>x[>x|Aa4]| A ]| A|[aAa]|>x]>x]>x]a]a 12 UNK,ASKU AC,ADDC,DD 4 64 [ 0 00 00
NASK,MS [MSK
K
D.10.7 - 4 65 0 00 00
D.10.7.1.r - 4 66 0 [o01799 | 00
D.10.7.1.r.1a O|lO|OjO| x| x|x|x|x|x|x|O(O|O(0O]|x|>x|xO|O|O|0O]|>x|>x|>x|>x|x|>x|x|O|O|O0O|0O]|>x|>>x|x A A TXT 4 4 67 0 |01799| 00
MedDRA
D.10.7.1.r.1b O|lO|OjO| x| x|x|x|x|x|x|O(O|O(0O]|x|>x|xO|O|O|0O]|>x|>x|>x|>x|x|>x|x|O|O|O0O|0O]|>x|>>x|x A A NUM 8 4 68 0 |01799| 00
MedDRA
D.10.7.1.r.2 A A A A X | x| x| x| x [ x| x| A A A A | x| x| x A A A A X< | x| x| x| x [ x| x| A A A A | x| x| x A A CCYY ASKUNAS AC,AD,DC,DD 4 69 0 |01799| 00
KMSK  |MSK
D.10.7.1.r.3 A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A > > > A A Boolean TRUE/FALSE ASKUNAS AC,AD,DCDD 4 70 0 01799 | 00
K,MSK,UN [MSK
K
D.10.7.1.r.4 A | A | A A >x| x> [>x]|>x]|>x[>| A | A | A[A]|>x]>x[>]Aa4]| a]| A [ a][>x]>x[>x|>x]|>x]|>x|[>x|Aa4]| A ]| A|[a]|>x]>x]>x]a]a ccyy ASKUNAS AC,ADDC,DD 4 71 0 |o1799 | o0
KMSK  |MSK
D.10.7.1.r.5 A A A A X | X | x| x| x [ x| x| A A A A | x| x| x A A A A X< | > | x| x| x [ x| x| A A A A | x| x| x A A TXT 2000 4 72 0 |01799| 00
D.10.7.2 A | A | A A x| x[>x|>x]| x| >x|>x| A | A | A[A]|>x]|>x[>x]A]| A | A[Aa]|>x]>x[>x|>x]|>x]|>x|[>x|A| A | A|[Aa]|>x]|>x]|>x|a]|a TXT 10000 4 73 0 00 00
D.10.8.r - 4 74 | o |o1799 | 00
D.10.8.r.1 A A A A X | X | x| x| x [ x| x| A A A A | x| x| x A A A A X | > | x| x| x [ x| x| A A A A | x| x| x A A TXT 250 4 75 0 |01799| 00
D.10.8.r.2a |MPID X | o> [ O O > [ >x [ >x | x| >x [ > | > | >x[>x [0 0] > |[> > >|> 3|00 > |[>[>x]>x]>x[>x/|>x]>x|>x[[0O]|>|[>|>|aA]| A TXT 250 IDMP 4 76 0 |o1799| o0
D.10.8.r.2b MPID X | > [CO| OO| > [ > [ >x | x| >x[>x|>x | >x|[>x |00 > [>|>x|f >x|>x|[[0|0] > |[>[>x]>x]>x|[>x]|>x]>x|>x||0O]|>x|[>|>|aA]| A TXT 250 |1omP 4 77 0 |o1799| o0
D.10.8.r.3a [PhPID X | > [0 DO > [ > [ > | >x | >x [ > | > | >x [ > [[0]00] > [ > [> > | > [[0|00] > |[>[>x]>x]>x|[>]|>x]x>x|[>x|[[]0O]>x|[>|>x|a]aA TXT 250 |iomP 4 78 0 |o1799| o0
D.10.8.r.3b PhPID X | X | | | X [ x| x| x| x| X[ X | X | X ||| >x|[>x] x| x| X [[J[C3] > | x| X[ X[>X] x| x| Xx|X/[[J|[J]| x| x|Xx A A TXT 250 IDMP 4 79 0 |01799| 00
D.10.8.r.4 A A A A X | x| x| x| x [ x| x| A A A A | x| x| x A A A A X< | x| x| x| x [ x| x| A A A A | x| x| x A A CCYY ASKUNAS AC,AD,DC,DD 4 80 0 |01799| 00
KMSK  |MSK
D.10.8.r.5 A A A A X | x| x| x| x [ x| x| A A A A | x| x| x A A A A X< | x| x| x| x [ x| x| A A A A | x| x| x A A CCYY ASKUNAS AC,AD,DC,DD 4 81 0 |01799| 00
KMSK  |MSK
D.10.8.r.6a MedDRA O|lO|OjO| x| x|x|x|x|x|x|O(O|O(0O]|x|>x|xO|lO|O|0O]|>x|>x|>x|>x|x|>x|x|O|O|O0O|0O]|>x|>>x|x A A TXT 4 4 82 0 |01799| 00
D.10.8.r.6b MedDRA O|lO|OjO| x| x| x|x|x|x|x|O(O|O|0O]|x|>x|xO|lO|0O|0O]|>x|>x|>x|>x|x|>x|x|O|0O|0O|0O]| x| >x|x A A NUM 8 4 83 0 |01799| 00
D.10.8.r.7a MedDRA O|lOo|Og(Oflx| x| x|[x|x|x|x<x|[O|lO|O|O|x|x|x<x|O|lO|O|Ofx|>x|>x|x|[x]|x|x[O|O|O|Ofx|>x]|>x| A|a TXT 4 4 84 | 0 |01799 | 00
D.10.8.r.7b MedDRA OO | O[] x| x| x| >x|>x|>x|x |00 >x|>x| xO0[0| 0[] >x | x| x| x| x| >x|x |00 x| x| x A A NUM 8 4 85 0 |01799| 00
E.i - 5 00 0 [o1799 | 00
E.i[EID] [ x< | x < > < > x< | x x< | x < > < > < | x (O] 3 uuID 40 5 01 0 |01799| 00
E.i.l - 5 02 0 [o1799 | 00
E.i.l.la OO m | m| x| x| x|[OO|x|x|O0O0O|0O|x|x|x|O]O0|=m|m|x|x|x|>O|O0O|x|x|O0O|0O|0O|0O]|>x]|x]|x A A (MedDRA TXT 250 5 03 0 [01799 | 00
E.i.l.1b OoOlolo|lo| < > >< > >< > <x | O|lo|lo|lo| =< > x| Oo|lo|o| o x > > > > > < | O|lOo|lo|lo| x > > A A [MedDRA 1SO_639-2 RA(alpha- 5 04 0 |01799| 00
3)
E.illa




E2B(R3)

ACK

NullFlavor

R3)
R3
) AA | AB | AC | AD | AE | AF | AG BA BB |BC BD DA | DB | DC | DD |DE | DF | DG|AA|AB | AC | AD|AE AF AG BA BB BC BD DA | DB |DC | DD |DE | DF | DG ACK
E.i.l.2 OO O[] x| x| >x|[>x|>x|>x|>x |00 x| x| xO[0O0O[00] x| x| x| x| x|>x|>x |00 x| x| x A A (MedDRA TXT 250 5 05 0 |01799| 00
E.illb jpneng null
E.i.2.1a MedDRA X | x| x| O3 x| x x| x| x X | x [ x| O] x| x x< | x| x A A T 4 5 06 0 |01799| 00
E.i.2.1b MedDRA X | x| x| DO x| x < | x| x < | x [ x| O] x| x x< | x| x A A NUM 8 5 07 0 |01799| 00
E.i.3.1 OO < | < | x| x|x|x|x<x|O|O|O|O] x| x| x<|O]0O| 0|0 x| >x] x| >x|>x|>x|>x|O|0O|0O|0O]|>x]| x| x A A E2B CL10 5 08 0 |01799| 00
E.i.3.1[Ver] OO x| x| x| x| x|x|x|DO[0O|O|O] x| x| x<x|O]O| 0O x| >x ] x| x| x|x|[>x|O>|0O0|0O|0O](| x| x| x A A TXT 5 5 09 0 |01799 | 00
- codeSystemVersion
E.i.3.2 1 - 5 10 0 [o1799 | 00
E.i.3.2a < > < > < > < > < > < > < > < > > > > > A A Boolean TRUE NI 5 11 0 [o01799 | 00
E.i.3.2b X | x [ x| x| x| x| X x< | x| x X | < [ x| x| x| x| x < [ < | x| A [ A Boolean TRUE NI 5 12 0 [o1799 | 00
E.i.3.2¢c < > < > < > < > < > < > < > < > > > > > A A Boolean TRUE NI 5 13 0 [o01799 | 00
E.i.3.2d < > < > < > < > < > < > < > < > > =< > > A A Boolean TRUE NI 5 14 0 [o01799 | 00
E.i.3.2e X | X< [ x| x| x| x| X x< | x| x X | x [ x| x| x| x| x < [ < | < | A [ A Boolean TRUE NI 5 15 0 [o1799 | 00
E.i.3.2f < > < > < > < > < > < > < > < > > > > > A A Boolean TRUE NI 5 16 0 [o01799 | 00
E.i.4 A | A | A A >x| < [>x|A]| Aa]|>x|[>]| A | A | A[aAa]|>x]|>x[>]a4]|a]| a|[a[>x]|>x[>x|a4a4]|a]|>x|[>x|a4]|a]| a|a]|>x]|>x]|]>x|]a]a ccyy ASKUNAS AC,ADDC,DD 5 17 0 |o1799| o0
KMSK  |MSK
E.i.5 A | A | A A |>x| < [>x|A]| Aa]|>x|[>]| A | A | A[aAa]|>x]|>x[>]aA4]|a]| a|[a[>x]|>x[>x|a4]|a]|>x|[>x|a4a4]|a]| a|a]|>x]|>x]|>x[a]a ccyy ASKUNAS AC,ADDC,DD 5 18 0 |o1799| o0
KMSK  |MSK
E.i.6a O|loO|O|Of x| x| x<x|[x|x|x<|x<x|[O|lO|O|O|>x|x|x<x|O|O|O|Of>x|>x|>x|>x|[>x|x>x|x|[O|O|O|O|>x|>x]|>x<| A[a NUM 5 5 19 0 [o1799 | 00
E.i.6b OO | O[] x| x| x| >x|>x|x|x |00 > | x| xO0[0| 0[] >x | x| x| x| x| >x|x |00 x| x| x A A E2B_CL26e Ucum 5 20 0 |01799| 00
E.i.7 < | x| x > | > < | x| x < | < [ x > | < < | <[ x| a| a E2B CL11 5 21 0 [o1799 | 00
E.i.7[Ver] x| x| x x| x x| x| x x| x| x x| x x< | x| x A A TXT 5 5 22 0 |01799 | 00
codeSvstemVersion
E.i.8 A A A A < | x < | x < | x > A A A A ol x< | x A A A A x< | x x< | x x< | x < A A A A > x< | x A A Boolean TRUE/FALSE 5 23 0 |01799| 00
E.i.9 A | A | A A x| x[>x|>x]| x| >x|>x| A | A | A[A]|>x]|>x[>x]A]| A | A[Aa]|>x]>x[>x|>x]|>x]|>x|[>x|A| A | A|[Aa]|>x]|>x]|>x|a]|a 1SO_3166- 5 24 | o 01799 | 00
Er - 6 00 0 |0000 | 9999
4
F.r.l O|lO|O[Ofx| x| x<x|[>x|>x|x<|x<x|[O|lO|O|O|x|x|x<|O|O|O|Of>x|>x]|>x|>x|[>x]|>x|x>x<|[O|O|O|Of>x|>x]>x<| A|a ccyy UNK 6 01 0 |0000 | 9999
4
F.r.2 - 6 02 0 [o1799 | 00
F.r2.1 O|lOo|Og(Oflx| x| x|[x|x|x|x<x|[O|lO|O|O|x|x|x<x|O|lO|O|Ofx|>x|>x|>x|[>x]|x|x|[O|O|O|Ofx|>x]|>x| A|a TXT 250 6 03 0 |0000 [ 9999
4
F.r.2.2a MedDRA O|lOo|Og(Oflx| x| x|[x|x|x|x<x|[O|lO|O|O|x|x|x<x|O|lO|O|Ofx|>x|>x|>x|[>x]|x|x|[O|O|O|Ofx|>x]|>x| A|a TXT 4 6 04 | 0 [oo00 | 9999
4
F.r.2.2b MedDRA | OO x| x| >x[>x|>x|>x[>x |00 >x x| < O[0|0O[0]>x | x| x| x| x| >x|>x |00 x| x| x A A NUM 8 6 05 0 0000 | 9999
4
F.r.3 - 6 06 0 [o01799 | 00
F.r3.1 O|loO|lO|O| x| x| x<|x|x|x|x<x|OlO|O|O]|x<x|x<|x<x|O]|]O|O0O|0Ofx|>x]>x]|>x|x|x|[>x|O|0O|0O|0O]|>>x]|>x]x A A E2B CL12 6 07 0 |[0000 | 9999
4
F.r.3.1[Ver] ( ) - codeSystemVersion O|loO|lO|O| x| x| x<|x|x|x|x<x|OlO|O|O]|x<x|x<|x<x|O]|]O|O0O|0Ofx|>x]>x]|>x|x|x|[>x|O|0O|0O|0O]|>>x]|>x]x A A TXT 5 6 08 0 |[0000 | 9999
4
F.r.3.2 o T s T O s I | >< > >< > >< > <x | O|lo|lo|lo| =< >< x| Oo|lo|lol|lo >< > >< > >< > < | OoOlo|o| o] < > =< A A NUM 50 NINF,PINF XML 6 09 0 (0000 9999
4
F.r.3.3 O|lO|OjO| x| x|x|>x|x|x|x|O(O|O(O]|x|>x|xO|O|O|0O]|>x|>x|>x|>x|x]|>x|x|O|O|0O|0O]|>x|>>x|x A A TXT 50 UCUM 6 10 0 |0000 | 9999
OID 2.16.840.1.113883.6.8 4
F.r.3.4 O|lO|OjO| x| x|x|x|x|x|x|O(O|O(O]|x|>x|xO|lO|O|0O]|>x|>x|>x|>x|x|>x|x|O|O|O0O|0O]|>x|>>x|x A A TXT 2000 6 11 0 |0000 | 9999
4
F.r.4 A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A b3 > =< A A NUM 50 6 12 0 0000 9999
4
F.r.4[Unit] ( ) A A A A > > > > > > > A A A A > > > A A A A > > > > > > > A A A A b3 > =< A A TXT 50 Unit 6 13 0 0000 9999
Fr33 4
F.r.5 A A A A X | x| x| x| x [ x| x| A A A A | x| x| x A A A A X< | x| x| x| x [ x| x| A A A A | x| x| x A A NUM 50 6 14 0 |0000 | 9999
4
F.r.5[Unit] ( ) A [ A A [ A | X x| x| x| x| x| x| A A [ A A | x| x| x| A | A A | A | x| x| x| x| x| >x|[>x]| A A | a A | x| x| x| A | A TXT 50 Unit 6 15 0 |0000 | 9999
Fr33 4
F.r.6 A A A A X | x| x| x| x [ x| x| A A A A | x| x| x A A A A X< | x| x| x| x [ x| x| A A A A | x| x| x A A TXT 2000 6 16 0 |0000 | 9999
4
F.r7 A A A A >< > >< > >< > >< A A A A > >< > A A A A >< > >< > >< > > A A A A > > =< A A Boolean TRUE/FALSE 6 17 0 (0000 9999
4
G - 7 1o | o 00 00
G.k - 7 01 0 [o01799 | 00
G.k[GID] [ ID] O | O uuID 40 7 02 0 |01799| 00
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E2B(R3)

ACK (8
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R3
) AA | AB | AC | AD | AE | AF | AG BA BB |BC BD DA | DB | DC | DD |DE | DF | DG|AA|AB | AC | AD|AE AF AG BA BB BC BD DA | DB |DC | DD |DE | DF | DG ACK
G.k.1 > > > > > > > > > > > > > > > > O | g E2B_CL13 7 03 0 [01799 | 00
AA AD BA BB
DA DD
Gkl
3
(32.4k
G.k.1[Ver] - < | x| x < | x < | x| x < | x| x < | x < | x| x (OO TXT 5 7 04 0 |[01799 | 00
G.k.1[GID] [ > | x| x > | < < | x| x > | < [ x > | = x| x| x|oo|lo uuiD 40 7 05 0 [o1799 | 00 XML
ID]
G.k2.1 - 7 06 0 [o1799 | 00
G.k2lla [MPID X | > [ OO OO > [ > | >x | x| >x[>x|>x|>x|[>x ||| > [>|>xf >x|>x|[[0|00] > |[>[>x]>x]>x|[>x]|>x]>x|>x||0O]|>x|[>|>|aA]| A TXT 250 IDMP 7 07 0 |01799 [ 00
G.k.2.1.1b MPID X | > [0 DO > [ > [ > | >x | >x [ > | > | >x[> [0 0] > [ > [> > | > [[0|00] > |[>[>]>x]>x|[>]|>x]>x|[>x|[[]0O]>x|[>]|>x|a]|aA TXT 250 |iomP 7 08 0 [o1799 | 00
G.k.2.1.2a  [PhPID X | X | | | X [ X | X | x| x| X[ X | X | X ||| >x|[>x] x| x| X [[J[3] > | x| X[ X[>X] x| x| Xx|X/[[J|[J]| x| x|Xx A A TXT 250 |IDMP 7 09 0 |01799| 00
G.k.2.1.2b PhPID X | > [0 DO > [ > [ > | >x | >x [ > | > | >x[>x [0 0] > [ > [>f>x|>x[[0|00] > |[>[>]>x]>x|[>]|>x]>x|[>x|[[]0O]>x|[>|>x|a]|aA TXT 250 IDMP 7 10 0 [o1799 | 00
G.k.2 - 7 11 0 [o01799 | 00
G.k2.2 A A |[AC AD TXT 250 7 12 0 [01799 | 00
G.k.2.3.r - 7 13 0 0179901799 [ =k, =r
G.k.2.3.r.1 O|lo|lg|lo|lo|lo|lo|lo|a|g|lo|lo|lo|log|lo|lo|lo|gfjlo|lo|lo|g|lo|lo|lo|lola|o|lg|lo|lo|lg|lao|lo|lo|dff A a TXT 250 7 14 | 0 |01799 01799 [ =k, =r
G.k.2.3.r.2a ID X | x| O | O x [ x| x| x| x| x|>x|Xx|x|[>O|O[>x|>x]x|>x|>x|[O[O]>x]|>x|>x/|[>x/|>Xx]>x]|x|x|x/|[[O|O]| x| x|x A A TXT 250 IDMP 7 15 0 |01799|01799 | =k, =r
G.k.2.3.r.2b ID X | X | | | X [ X | x| x| x| X[ X | X | X ||| >x|[>x] x| x| X [[J[C3] > | x| X[ X[>X] x| x| Xx|X/[[J|[J]| x| x|Xx A A TXT 250 IDMP 7 16 0 01799 | 01799 | =k, =r
G.k.2.3.r.3a O|lO|OjO| x| x|x|x|x|x|x|O(O0|O|0O]|x|>x|xO|lO|0O|0O]|>x|>x|>x|>x|x|>x|x|O|O|0O|0O]| x| >x|x A A NUM 10 7 17 0 |01799|01799 | =k, =r
G.k.2.3.r.3b OO | O[] x| x| x| >x|>x|x|x |00 > | x| xO0[0| 0[] >x | x| x| x| x| >x|x |00 x| x| x A A E2B CL25 Ucum 7 18 0 01799 | 01799 | =k, =r
G.k.2.4 A A A A X | X | x| x| x [ x| x| A A A A | x| x| x A A A A X | > | x| x| x [ x| x| A A A A | x| x| x A A 1SO_3166- 7 19 0 |01799| 00
G.k.2.5 A A A A < > < > < > < A A A A > > > A A A A > > > > > > > A A A A > > > A A Boolean TRUE 7 20 0 [o01799 | 00
G.k.3 - 7 21 0 [o1799 | 00
G.k.3.1 A | A A A A | A A | A | A A A | a A A A | A A | A | A A A TXT 35 7 22 0 |01799 [ 00
G.k.3.2 O O [ [ o O|o| o OO o [m=] [=] > | > O|o| o | a | & 1S0_3166- 7 23 0 [o1799 | 00
G.k.3.3 A A A A A A A A A A A A A TXT 60 7 24 0 |01799| 00
G.k.4.r - 7 25 0 |o01799 | 01799
G.k4.r.la O|lo|lg|lo|lx<x|x|x|o|lo|x|<x|o|lo|lg|lao|x|x|x|o|lo|lg|g|x<|x|x|Oo|lO|x|x|[oOo|lOo|O|Ofx<|>x<]| x| A|a NUM 8 7 26 0 |01799 [ 01799
G.k.4.r.1b O|Oolo|lo|x<x|x<x|<x|O|lOo|x<x|<x|O|lO|l0|0O]|x<x|x<|x<x|O]|O|0O|0Ofx|x|x<x|O|0O|x|x|O|0O|0O|0O| x| x| x A A E2B CL25 UCUM DF 7 27 0 |01799 | 01799
G.k4.r.2 O|lo|lg|lo|lx|x<x|x|o|lo|x|<x|o|lo|lg|lao|x|x|x|o|lo|lg|g|x<|x|x|Oo|lOo|x|x|[oOo|lOo|O|Ofx<|>x]| x| A|a NUM 4 7 28 0 |01799 | 01799
G.k.4.r.3 O|lo|lo(lo|lx|x<|<x[Oo|lO|x<|<x(Oo|lOo|lo|jlo|lx|x<x|<x|Oo|lO|lO|Ofx|x<x|<|O|lO|x|x<|[oO|O|O|cfx<| x| x| A|a E2B CL26C UCuM cyclical |, 7 29 0 |o01799 | 01799
asnecessary , total
G.k4.r4 A A A A X | x [ x| A A | x| x| A A A A | x| x| x A A A A x| < [ x| A A | x| x| A A A A | x| x| x A A ceyy ASKUNAS AC,AD,DC,DD 7 30 0 |01799|01799 | =k, =r
KMSK  |MSK
G.k.4.r5 A A A A X | x [ x| A A | x| x| A A A A | x| x| x A A A A x| < [ x| A A | x| x| A A A A | x| x| x A A ceyy ASKUNAS AC,AD,DC,DD 7 31 0 |01799|01799 | =k, =r
KMSK  |MSK
G.k.4.r.6a O|lO|OjO| x| x|x|x|x|x|x|O(O0|O|0O]|x|>x|xO|lO|0O|0O]|>x|>x|>x|>x|x|>x|x|O|0O|0O|0O]| x| >x|x A A NUM 5 7 32 0 |01799|01799 | =k, =r
G.k.4.r.6b Olo|lo|lo| < > < > < > <x | O|lOo|lo|lol| x < x| O|lo| o] | x > < > < > < | Ol ool x < > A A E2B_CL26e UCum 7 33 0 |[01799 | 01799 | =k, =r
G.k4.r.7 — A A A > > > > > > > A A A > > > (] A A A > > > > > > > A A A > > > A A TXT 35 7 34 0 01799 | 01799 =k, =r
G.k.4.r.8 A | A | Al A x| x|[>x<|A| a|>x|[>x]| A | A | A|[Aa]|>x]|>x[>x]A]| a| A a]|>x]|>x|>x|a4]|a]|>x|[>x|a4]| a]| A a]|>x]|>x|>x|a]|a TXT 2000 7 35 0 |01799 (01799 [ =k, =r
G.k.4.r.9 - 7 36 0 |o0r799 |o01799 | =k, =r
G.k.4.r.9.1 A A A A < > < > < > < A A A A > < > A A A A < > < > < > < A A A A > < > A A TXT 60 UNK,ASKU 7 37 0 |[01799 | 01799 | =k, =r
NASK
G.k.4.r.9.2a ID < < | @ < > < > < > < > < O | =< < > < > | < > < > < > < > < O | =< < > A A TXT 250 IDMP 7 38 0 |[01799 | 01799 | =k, =r
G.k.4.r.9.2b 1D > > (] > > > > > > > > > [} b3 > b3 > b3 [} > b3 > b3 > b3 > b3 > [} b3 > b3 A A TXT 250 IDMP 7 39 0 [01799 (01799 | =k, =r
G.k.4.r.10 - 7 40 0 0179901799 [ =k, =r
G.k.4.r.10.1 A A A A X | x [ x| A A | x| x| A A A A | x| x| x A A A A x| < [ x| A A | x| x| A A A A | x| x| x A A TXT 60 UNK,ASKU 7 41 0 |01799|01799 | =k, =r
NASK
G.k.4.r.10.2a ID O|lO|OjO| x| x|x|>x|x|x|x|O(O|O(0O]|x|>x|xO|O|O|0O]|>x|>x|>x|>x|x|>x|x|O|O|O0O|0O]|>x|>>x|x A A TXT 5 IDMP 7 42 0 |01799|01799 | =k, =r
E2B CL14
G.k.4.r.10.2b ID O|lO|O[Ofx| x| x<x|[>x|>x|x<|x<x|[O|lO|O|O|x|x|x<|O|O|O|Of>x|>x]|>x|>x|[>x]|>x|x>x<|[O|O|O|Of>x|>x]>x<| A|a E2BCL14 IDMP 7 | 43 0 |o01799 |01799 | =k, =r
G.k.4.r11 - 7 | 44| o |orr99|o01799 | =k, =r
G.k.4.r11.1 A A A A < > < > < > < A A A A > < > A A A A < > < > < > < A A A A > < > A A TXT 60 UNK,ASKU 7 45 0 |[01799 | 01799 | =k, =r
NASK
G.k.4.r.11.2a ID O|lOo|g(lOflx| x| x|[x|x|x|x<x|[O|lO|O|O|x|x<|x<x|O|lO|O|Ofx|>x|>x|>x|[>x|x|x[O|O|O|Ofx|>x]|>x| A|a TXT 5 IDMP 7 | 46 0 |01799 (01799 | =k, =r
E2B CL14
G.k.4.r.11.2b ID | O | O[] x| x| >x[>x|>x|>x[>x |00 >x x| < O[0|0[0] >x | x| x| x| x| >x|>x |00 x| x| x A A E2B CL14 IDMP 7 47 0 0179901799 | =k, =r
G.k.5a O|lO|OjO| x| x| x|x|x|x|x|O(O|O|0O]|x|>x|xO|lO|0O|0O]|>x|>x|>x|>x|x|>x|x|O|0O|0O|0O]| x| >x|x A A NUM 10 7 48 0 |01799| 00
G.k.5b | O | O[] x| x| >x[>x|>x|>x[>x |00 >x x| < (O[0|00[0] >x | x| x| x| x| >x|>x |00 x| x| x A A E2B CL25 Ucum DF 7 49 0 |01799| 00
G.k.6a O|lOo|Og|Oo|l x| x| x|x|x|x|x<x|O|lO|O|O|x|x|x|O|lO|O|Ofx|>x|>x|x|[x|x|x|[O|O|O|O|>x|>x]| x| A[a NUM 3 7 50 0 |01799 [ 00
G.k.6b OO < | < | x| x|>x|x|x|O[O|O|O] x| x| x<|O]0O| 0|0 x| >x] x| x| >x|>x|>x|O|0O|0O|0O]|>x]| x| x A A E2B CL26g UCUM trimester 7 51 0 |01799| 00
G.k.7.r - 7 52 0 0179901799 [ =k, =r
G.k.7.r1 A A A A X | x| x| x| x [ x| x| A A A A | x| x| x A A A A X< | x| x| x| x [ x| x| A A A A | x| x| x A A TXT 250 UNK,ASKU 7 53 0 |01799|01799 | =k, =r
NASK
G.k.7.r.2a MedDRA O|lO|OjO| x| x|x|>x|x|x|x|O(O|O(O]|x|>x|xO[O|O|0O]|>x|>x|>x|>x|x|>x|x|O|O|O0O|0O]|>x|>>x|x A A TXT 4 7 54 0 |01799|01799 | =k, =r
G.k.7.r.2b MedDRA O|lO|OjO| x| x| x|x|x|x|x|O(O|O|0O]|x|>x|xO|lO|0O|0O]|>x|>x|>x|>x|x|>x|x|O|0O|0O|0O]| x| >x|x A A NUM 8 7 55 0 |01799|01799 | =k, =r
G.k.8 O|lOo|g(Oflx| x| x|[x|x|x|x<x|[O|lO|O|O|x|x|x<x|O|lO|0O|Ofx|>x|>x|>x|[>x|x|x[O|O|O|Ofx|>x]|>x| A|a (J2.4k E2B CL15 7 56 0 |01799 [ 00
G.k.8[Ver] OO x| x| x| x| x| x| x|DO[0O|O|0O] x| x| x<x|O]O| 0|0 x| >x]>x| x| x|x|[>x|O>|0O0|0|0O](| x| x| x A A TXT 5 7 57 0 [01799 | 00
codeSvstemVersion
G.k.9 - 7 58 0 [o1799 | 00
G.k.9.i.3.1 - 7 59 0 |01799 01799 [ =k, =i




E2B(R3)

ACK (8)
R3) NullFlavor
R3
) AA | AB | AC | AD | AE | AF | AG |BA BB |BC BD DA | DB | DC|DD |DE | DF |DG| AA AB | AC AD | AE | AF | AG |BA BB BC |BD | DA |DB | DC | DD | DE | DF DG ACK
G.k.9.i.3.1[EID] [ o T e T I s I e | > > > > > > > o T I e e A e > > > o T e T I s I e | > > > > > > > o T I e e A e > > > uuID 40 60 01799 | 01799 | =k, =i
D] XML
G.k.9.i.3.1a O|lolo| o] x| < < | > < | > < | O|lOo|Oa|ld| x < | x<x|oOo|lo|lo| | x| x x< | x x< | x <x | O|lo|lo| | x x< | x NUM 5 61 01799 | 01799 | =k, =i
G.k.9.i.3.1b Ololo|lo| < > > > > > <x | O|lo|lo|lol| < < <x|lo|lo|lo| ol x > < > < > <x | O|lOo|lo|lo| x < > E2B_CL26e UCum 62 01799 | 01799 | =k, =i
G.k.9.i.3.2 - 63 01799 | 01799 | =k, =i
G.k.9.i.3.2[EID] [ o T e T I s I e | > > > > > > > o T I e e A e > > > o T e T I s I e | > > > > > > > o T I e e A e > > > uuID 40 64 01799 | 01799 | =k, =i
D] XM
G.k.9.i.3.2a O|lolo| o] x| < < | x < | x <x | O|lOo|Oa|ld| x < | x<x|oOo|lo|lo|l | x| x x< | x x< | x <x | O|lo|o| | x x< | x NUM 5 65 01799 | 01799 | =k, =i
G.k.9.i.3.2b Ololo|lo| < > > > > > <x | O|lo|lo|lol| < < <x|o|lo|lo|o| x > < > < > <x | O|lOo|lo|lo| x < > E2B_CL26e UCum 66 01799 | 01799 | =k, =i
G.k.9.i.4 Ololo|lo| < > < | Ol ol =< <x | O|lo|lo|lol| < < <x|o|lo|lo| o x > < | Ol of| x <x | O|lOo|lo|lo| x < > E2B_CL16 67 01799 | 01799 | =k, =i
G.k.9.i.4[Ver] - OoOlolo|lo| < > < | O|loOof =< <x | O|lo|lo|lo| =< > x| O|lo|o|daf| x > < | Ol Of =< < | O|lOo|lo|lo| x > > TXT 5 68 01799 | 01799 | =k, =i
codeSvstemVersion
G.k.9.i.4[EID] [ O|lo|lo|o| x| x < |O| O =< < | O|lo|lo|l ol < < | x<x|oOo|lo|lo|l | x| x < | O | x <x | O|lo| oo x x< | x uuiD 40 69 01799 | 01799 | =k, =i
D] XML
G.k.10.r o T e T I s I e | > > > > > > > o T I e e A e > > > T s T I s I A e | > > > > > > > T I e I e A A e > > > E2B_CL17 70 01799 | 01799 | =k, =r
G.k.10.r[Ver] OO x| x| x| x| >x|x|x|DO[0O|O|0O] x| x| x<x|O]O| 0O x [ >x] x| x| x|x|[>x|O>|0O0|0O|0](| x| x| x TXT 5 71 01799 | 01799 | =k, =r
codeSystemVersion
G.k.11 A A A A A A A > < > < A A A A > < > A A A A A A A > < > < A A A A =< < =< TXT 2000 72 01799 | 00
G.k.9.i - 73 01799 | 01799 | =k, =i
G.k.9.i.1 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - N/A 74 01799 | 01799 | =k, =i
Xpath
G.k.9.i.2.r - 75 01799 | 01799 | =k, =i
ACK
G.k.9.i.2.1[EID] [ Ol ol & > > > > > > > Ol o]l ol o b3 > b3 o T s T O s I | > b3 > b3 > b3 > o T I s I A b3 > b3 uuID 40 76 01799 | 01799 | =k, =i
D] ACK
XML
G.k.9.i.2.1[GID] [ Ol ol & > > > > > > > Ol o]l ol o b3 > b3 o T s T O s I | > b3 > b3 > b3 > o T I s I A b3 > b3 uuID 40 77 01799 | 01799 | =k, =i
D] ACK
XML
G.k.9.i.2.r.1 [ =] A A > > > > > > > [l =) A A > > > O | O A A > > > > > > > [ -] A A > > > TXT 60 78 01799 | 01799 =k, =i
ACK
G.k.9.i.2.r.2 [ =] A A > > > > > > > [l =) A A > > > O | O A A > > > > > > > [ -] A A > > > TXT 60 79 01799 | 01799 =k, =i
ACK
G.k.9.i.2.r.3 [ =] A A > > > > > > > [l =) A A > > > O | O A A > > > > > > > [ -] A A > > > TXT 60 80 01799 | 01799 =k, =i
ACK
H - 00 00 00
H.1 A A - - A A A A A A - - TXT 100000 ” 01 00 00
30 "
AC AD
H.2 A A - - > > > A A > > A A A A > > > - - > > > > > > > > TXT 20000 ” 02 00 00
30 "
AC AD
H.3.r - 03 01799 | 00
H.3.r.la OO OO x| x| x| x| x| x| x |00 x| x| <[00 08X [ >x ] x| x| x|[x|[x|[J|0O0|0(0( x| x| x TXT 4 04 01799 | 00
MedDRA
H.3.r.1b OO OO x| x| x| x| x| x| x |00 x| x| <[00 08X [ >x ] x| x| x|[x|[x|[J|0O0|0(0( x| x| x NUM 8 05 01799 | 00
MedDRA
H.4 A A - - A A A A A A A - - TXT 20000 ” 06 00 00
30 "
AC AD
H.5.r - 07 01799 | 00
H.5.r.la O|loOo|lo| o] x < > < > < <x |O|lo|lo| ol < > x| Oo|lo|o| o x > > > > > < | O|lOo|lo|lo| x > > TXT 100000 08 01799 | 00
H.5.r.1b Ololo|lo| < > >< > >< > <x | O|lo|lo|lol| < < <x|o|lo|lo| ol x > < > < > <x | O|lOo|lo|lo| x < > 1SO_639-2_RA(alpha- 09 01799 | 00

9/10




AA

AB

AC

AD

AE

AF

AG

BA

BB

BC

BD

DA

DB

DC

DD

DE

DFE

DG

X(mp|d

10/10
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N

{xml version="1.0" encoding="UTF-8"?>
<MCCI_IN200100UVO1 ITSVersion="XML_1.0” xsi:schemaLocation="urn:hl7-org:v3 MCCI_IN200100UVO1. xsd” xmlns="urn:hl7-org:v3” xmlns:xsi="http://www. w3. org/
2001/XMLSchema-instance”>
<{id extension="N.1.2” root="2.16.840.1.113883.3.989.2.1.3.22"/>
<{]-= N.1.2: Batch Number ——>
{creationTime value="20101214151617"/>
¢{!-= N.1.5: Date of Batch Transmission ——>
{responseModeCode code="D"/>
dinteractionld 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"/>
{J=—= N.1.1: Type of Messages in Batch —>
<{!—— Message #1 —>
<PORR_IN049016UV>
<id extension="N.2.r.1” root="2.16.840.1.113883.3.989.2.1.3.1"/>
<!== N.2.r.1: Message Identifier —>
{creationTime value="20101214151617"/>
{I—— N.2.1.4: Date of Message Creation —>
{interactionld extension="PORR_IN049016UV” root="2.16.840. 1. 113883.1.6"/>
<{processingCode code="P"/>
<{processingModeCode code="T"/>
<acceptAckCode code="AL"/>
<receiver typeCode="RCV”>
{device classCode="DEV” determinerCode="INSTANCE”>
<id extension="N.2.1.3” root="2.16.840. 1. 113883.3.989. 2. 1.3. 12" />
{I— N.2.71.3: Message Receiver Identifier ——>
<{/device>
{/receiver>
<{sender typeCode="SND">
{device classCode="DEV” determinerCode="INSTANCE”>
{id extension="N.2.r.2” root="2.16.840. 1. 113883.3.989.2.1.3.11"/>
<]==N.2.1.2: Message Sender Identifier —>
<{/device>
</sender>
{controlActProcess classCode="CACT” moodCode="EVN">
<{code code="PORR_TE049016UV” codeSystem="2. 16.840. 1. 113883. 1. 18”/>
<{!-—= HL7 Trigger Event ID ——>
{effectiveTime value="20101214151617"/>
(|- C.1.2: Date of Creation ——>
{subject typeCode="SUBJ">
{investigationEvent classCode="INVSTG” moodCode="EVN">
<id extension="C.1.1” root="2.16.840.1.113883.3.989.2.1.3.1"7/>
{!== C.1.1: Sender’s (case) Safety Report Unique Identifier ——>
<id extension="C.1.8.1” root="2.16.840. 1. 113883.3.989.2.1.3.2"/>
<(!-= C.1.8.1: Worldwide Unique Case Identification Number ——>
{id extension="J2.1b” root="2.16.840. 1. 113883.3.989.5.1.3.2.3.17/>
<l-- @00J2. 1b: FWRIFES G&Z) —
<code code="PAT_ADV_EVNT” codeSystem="2. 16.840. 1. 113883.5.4"/>
{textOH. 1</text>
<{]-= H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information ——>
{statusCode code="active”/>
== 000J2.7.1 581, RE TG —>
effectiveTime>
<low value="20090101"/>
<{!-= C.1.4: Date Report Was First Received from Source ——>
{/effectiveTime>
<availabilityTime value="20090101"/>
¢(!-= C.1.5: Date of Most Recent Information for This Report ——>
{reference typeCode="REFR”>
<{document classCode="DOC” moodCode="EVN">
{code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 27” codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
<title>C.1.6. 1.r. 1</title>
¢!-— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #1 ——>
{text mediaType="application/pdf” representation="B64”>C.1.6. 1. r.2{/text>
¢{!== C.1.6.1.1.2: Included Documents #1 ——>
</document>
{/reference>
{reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN">
{code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 27” codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
{titledC. 1.6. L.r. 1</title>
<!-—— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #2 ——>
<{text mediaType="image/jpeg” representation="B64” compression="DF">C.1.6.1.r.2<{/text>
{!-= C.1.6.1.1.2: Included Documents #2 ——>
<{/document>
{/reference>
{reference typeCode="REFR”>
<{document classCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 27” codeSystemVersion="1.0" displayName="1literatureReference”/>
<titledJ2.17. r</titled
<I-- @eej2. 17.r AR WIFEONH #1 —>
{text mediaType="application/pdf” representation="B64">C.4.r.2{/text>
{I-= C.4.r.2: Included Documents #1 ——>
<bibliographicDesignationText>C. 4. r. 1<{/bibliographicDesignationText>
<!—— C.4.r.1: Literature Reference(s) #1 —>



{participation typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="]J2.15.1” codeSystem="1.0.3166.1.2.2"/>
<l @0J2. 15. v AXE #1 —>
{/location>
<{/asLocatedEntity>
<{/representedOrganization>
{/assignedEntity>
{/participation>
</document>
{/reference>
{reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 27” codeSystemVersion="1.0" displayName="1literatureReference”/>
<title>J2. 17. r</titled>
<1— 000J2.17. r WER /WD SHE #2 —>
<{text mediaType="application/pdf” representation="B64”>C.4.r.2<{/text>
<{!-= C.4.r.2: Included Documents #2 ——>
<bibliographicDesignationText>C. 4. r. 1<{/bibliographicDesignationText>
{!—— C.4.r.1: Literature Reference(s) #2 —>
{participation typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="]J2.15.1” codeSystem="1.0.3166.1.2.2"/>
<l @0J2. 15. v AXRE #2 —>
{/location>
</asLocatedEntity>
<{/representedOrganization>
{/assignedEntity>
{/participation>
</document>
{/reference>
<component typeCode="COMP”>
<adverseEventAssessment classCode="INVSTG” moodCode="EVN">
{subjectl typeCode="SBJ”>
{primaryRole classCode="INVSB]”>
<playerl classCode="PSN” determinerCode="INSTANCE”>
<name>D. 1<{/name>
<!=—D.1: Patient (name or initials) ——>
<administrativeGenderCode code="D.5” codeSystem="1.0.5218"/>
<l-=D.5 Sex ——>
<birthTime value="20090101"/>
<!-——D.2.1: Date of Birth —>
{deceasedTime value="20090101"/>
<!==D.9.1: Date of Death —>
<asldentifiedEntity classCode="IDENT”>
<id extension="D.1.1.1” root="2.16.840. 1.113883.3.989.2.1.3.7"/>
<!=——D.1.1.1: Patient Medical Record Number(s) and Source(s) of the Record Number (GP Medical Record Number) —

->
<code code="1" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1.4” codeSystemVersion="1.0" displayName="GP”/>
<{/asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT”>
<id extension="D.1.1.2” root="2.16.840. 1. 113883.3.989.2.1.3.8"/>
<!=—D.1.1.2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Record Number) -
->
{code code="2" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1.4” codeSystemVersion="1.0" displayName="Specialist”/>
</asIdentifiedEntity>
<asldentifiedEntity classCode="IDENT”>
<id extension="D.1.1.3” root="2.16.840. 1.113883.3.989.2.1.3.9”/>
<!=——D.1.1.3: Patient Medical Record Number(s) and Source(s) of the Record Number (Hospital Record Number) ——>
<code code="3" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.4” codeSystemVersion="1.0" displayName="Hospital
Record”/>
</asIdentifiedEntity>
<asldentifiedEntity classCode="IDENT”>
<id extension="D. 1.1.4” root="2.16.840. 1. 113883.3.989.2.1.3.10"/>
<= D.1.1.4: Patient Medical Record Number(s) and Source(s) of the Record Number (Investigation Number) ——>
<code code="4" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1.4” codeSystemVersion="1.0" displayName="
Investigation”/>

</asIdentifiedEntity>
<{role classCode="PRS">
{code code="PRN” codeSystem="2.16.840. 1. 113883.5.111"/>
{associatedPerson classCode="PSN” determinerCode="TNSTANCE”>
<name>D. 10. 1{/name>
<!==D.10.1: Parent Identification —>
<{administrativeGenderCode code="D. 10.6” codeSystem="1.0.5218"/>
<1==D.10.6: Sex of Parent ——>
<birthTime value="20090101"/>
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<]==D.10.2.1: Date of Birth of Parent —>
{/associatedPerson>
{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="age”
/>
<value xsi:type="PQ” value="10" unit="D. 10.2.2b"/>
<!==D. 10.2.2a: Age of Parent (number) ——>
<!-==D.10.2.2b: Age of Parent (unit) ——>
</observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<code code="22" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
lastMenstrualPeriodDate”/>
<value xsi:type="TS” value="20090101"/>
<]==D.10.3: Last Menstrual Period Date of Parent —>
</observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

bodyWeight”/>
<value xsi:type="PQ” value="50" unit="kg”/>
<= D. 10.4: Body Weight (kg) of Parent —>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
<observation classCode="0BS” moodCode="EVN">
<code code="17" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
height”/>

<value xsi:type="PQ” value="160" unit="cm”/>
<!--=D.10.5: Height (cm) of Parent —>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="
relevantMedicalHistoryAndConcurrentConditions”/>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="D.10.7.1.1.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 10.7. 1.1
1a”/>
<{!==D.10.7.1.r.1a: MedDRA Version for Medical History #1 ——>
<]==D.10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #1 ——>
<effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<I==D.10.7.1.1.2: Start Date #1 ——>
<high value="20090101"/>
<1==D.10.7.1.r.4: End Date #1 —>
<{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1"
displayName="comment”/>
<value xsi:type="ED”>D.10.7.1.r.5¢/value>
<!==D.10.7.1.r.5: Comments #l —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="continuing”/>
<value xsi:type="BL” value="true”/>
<!==D.10.7.1.r.3: Continuing #1 ——>
<{/observation>
</inboundRelationship>
{/observation>
</component>
<component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<code code="D. 10.7.1.1.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 10. 7. 1. 1.
1a”/>
<!-—D.10.7.1.r. 1a: MedDRA Version for Medical History #2 ——>
<(!==D.10.7.1.r.1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 —>
<(effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
<I==D.10.7.1.r.2: Start Date #2 —>
<high value="20090101"/>
<!-=D.10.7.1.r.4: End Date #2 ——>
</effectiveTime>
<outboundRelationship2 typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="comment”/>
<value xsi:type="ED”>D.10.7.1.r.5¢/value>
<!==D.10.7.1.r.5: Comments #2 ——>
<{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="continuing”/>
<value xsi:type="BL” value="true”/>
<= D.10.7.1.1.3: Continuing #2 —>
<{/observation>
</inboundRelationship>
{/observation>
</component>
{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<{code code="18" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="historyAndConcurrentConditionText”/>
<value xsi:type="ED”>D. 10.7.2</value>
<(!-=D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent ——>
{/observation>
</component>
</organizer>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.20” codeSystemVersion="1.0" displayName="
drugHistory”/>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<(effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
<{!==D.10.8.r.4: Start Date #l ——>
<high value="20090101"/>
<!-=D.10.8.r.5: End Date #1 ——>
</effectiveTime>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D.10.8.r.2b” codeSystem="TBD-MPID” codeSystemVersion="D. 10.8.r.2a"/>
<{!-=D.10.8.r.2a: MPID Version Date / Number #1 ——>
<]-—=D.10.8.r.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 10. 8. r. 1</name>
<!-=D.10.8.r.1: Name of Drug as Reported #1 —>
</kindOfProduct>
</instance0fKind>
<{/consumable>
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="indication”/>
<value xsi:type="CE” code="D. 10.8.r.6b” codeSystem="2.16.840. 1. 113883. 6. 163”
codeSystemVersion="D. 10. 8. r. 6a”/>
<!==D.10.8.r.6a: MedDRA Version for Indication #1 ——>
<!-=D.10.8.r.6b: Indication (MedDRA code) #1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE” code="D.10.8.r.7b” codeSystem="2.16.840. 1. 113883. 6. 163”
codeSystemVersion="D. 10. 8. r. 7a”/>
<!-=D.10.8.r.7a: MedDRA Version for Reaction #1 ——>
<!-==D.10.8.r.7b: Reactions (MedDRA code) #1 ——>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<(effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<{!==D.10.8.r.4: Start Date #2 ——>
<high value="20090101"/>
<!-=D.10.8.r.5: End Date #2 ——>
{/effectiveTime>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D.10.8.r.3b” codeSystem="TBD-PhPID” codeSystemVersion="D. 10.8.r.3a”/>
<!-=D.10.8.r.3a: PhPID Version Date / Number #2 ——>
<!-=D.10.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
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<name>D. 10. 8. r. 1</name>
<!-=D.10.8.r.1: Name of Drug as Reported #2 ——>
</kind0fProduct>
<{/instanceOfKind>
</consumable>
<outboundRelationship2 typeCode="RSON”>
<observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/>
<value xsi:type="CE” code="D.10.8.1.6b” codeSystem="2.16.840. 1. 113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 6a”/>
<!——D.10.8.r.6a: MedDRA Version for Indication #2 —>
¢!-=D.10.8.r.6b: Indication (MedDRA code) #2 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
{code code="29” codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE” code="D.10.8.1.7b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 7a”/>
<!——D.10.8.r.7a: MedDRA Version for Reaction #2 ——>
<!-=D.10.8.r.7b: Reactions (MedDRA code) #2 ——>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<{/organizer>
{/subject0f2>
<{/role>
{/playerl>
<subjectOf1 typeCode="SBJ”>
<researchStudy classCode="CLNTRL” moodCode="EVN">
<id extension="C.5.3” root="2.16.840.1.113883.3.989.2.1.3.5"/>
<l-— (.5.3: Sponsor Study Number ——>
{code code="C.5.4” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.8” codeSystemVersion="2.0"/>
{]—= C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<title>C.5.2</title>
¢(!-=C.5.2: Study Name ——>
<authorization typeCode="AUTH”>
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1” root="2.16.840. 1. 113883.3.989.2.1.3.6"/>
<!-= C.5.1.r. 1t Study Registration Number #1 ——>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR”>
<{governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.5.1.1.2” codeSystem="1.0.3166.1.2.2"/>
<!-— C.5.1.1.2: Study Registration Country #1 ——>
<{/governingPlace>
{/territorialAuthority>
</author>
{/studyRegistration>
{/authorization>
<authorization typeCode="AUTH”>
<studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1” root="2.16.840. 1. 113883.3.989.2.1.3.6"/>
{]-= C.5.1.r.1 Study Registration Number #2 —>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR”>
<governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.5.1.1.2” codeSystem="1.0.3166.1.2.2"/>
<{]== C.5.1.r.2: Study Registration Country #2 ——>
</governingPlace>
{/territorialAuthority>
</author>
<{/studyRegistration>
{/authorization>
{/researchStudy>
<{/subjectOf1>
{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{code code="3" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="age”/>
{value xsi:type="PQ” value="10" unit="D.2.2b"/>
<!-—D.2.2a: Age at Time of Onset of Reaction / Event (number) ——>
<(l-=D.2.2b: Age at Time of Onset of Reaction / Event (unit) ——>
{/observation>
<{/subject0f2>
{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
gestationPeriod”/>
<value xsi:type="PQ” value="10" unit="D.2.2.1b"/>
(l-=D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) ——>
<!-—D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>
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lastMenstrualPeriodDate”/>

{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="ageGroup”/>
<value xsi:type="CE” code="D.2.3” codeSystem="2.16.840. 1. 113883. 3.989.2.1.1.9” codeSystemVersion="2.0"/>
<l-=D.2.3: Patient Age Group (as per reporter) ——>
</observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{code code="7" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="bodyWeight”/

{value xsi:type="PQ” value="48.2” unit="kg”/>
<!-—D.3: Body Weight (kg) —>
</observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{code code="17" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="height”/>
{value xsi:type="PQ” value="152" unit="cm”/>
<!—D.4: Height (cm) —>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<code code="22" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="

<value xsi:type="TS” value="20090101"/>
{]==D.6: Last Menstrual Period Date —>
</observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="

relevantMedicalHistoryAndConcurrentConditions”/>

displayName="comment”/>

displayName="familyHistory”/>

displayName="continuing”/>

<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="D.7.1.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D.7.1.r.1a”/>
<!=——D.7.1.r.1a: MedDRA Version for Medical History #l ——>
<!==D.7.1.r. 1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 ——>
(effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
== D.7.1.r.2: Start Date #1 —>
<high value="20090101"/>
<!==D.7.1.r.4: End Date #1 ——>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="ED”>D.7.1.r.5¢/value>
<J==D.7.1.r.5: Comments #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL”>
{observation classCode="0BS” moodCode="EVN">
{code code="38" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="BL” value="true”/>
<!== D.7.1.r.6: Family History #1 ——>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

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



displayName="comment”/>

displayName="familyHistory”/>

displayName="continuing”/>

historyAndConcurrentConditionText”/>

event) ——>

concomi tantTherapy”/>

/>

displayName="indication”/>

D.8.r.6a”/>

displayName="reaction”/>

D.8.r.7a"/>

<outboundRelationship2 typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="ED”>D.7.1.r.5<{/value>
<]==D.7.1.r.5: Comments #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL”>
{observation classCode="0BS” moodCode="EVN">
{code code="38" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="BL” value="true”/>
<=—D.7.1.r.6: Family History #2 —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="BL” value="true”/>
<!-= D.7.1.r.3: Continuing #2 ——>
{/observation>
</inboundRelationship>
</observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="18" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="ED”>D.7.2</value>
<l=—D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /

{/observation>
</component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<!-='D.7.3: Concomitant Therapies ——>
</observation>
</component>
{/organizer>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="drugHistory”

<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
(!-=D.8.r.4: Start Date #1 ——>
<high value="20090101"/>
<l— D.8.r.5: End Date #1 —>
{/effectiveTime>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="D.8.r.2b” codeSystem="TBD-MPID” codeSystemVersion="D.8.r.2a"/>
<!-= D.8.r.2a: MPID Version Date / Number #1 ——>
<!== D.8.1.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 8. r. 1</name>
<l==D.8.r.1: Name of Drug as Reported #1 ——>
</kindOfProduct>
{/instance0fKind>
</consumable>
<outboundRelationship2 typeCode="RSON”>
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="D.8.r.6b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="

{!-=D.8.r.6a: MedDRA Version for Indication #1 ——>
<!==D.8.1.6b: Indication (MedDRA code) #1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="D.8.r.7b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="



<]==D.8.1.7a: MedDRA Version for Reaction #1 ——>
<!-—D.8.1.7b: Reaction (MedDRA code) #1 ——>
{/observation>
</outboundRelationship2>
</substanceAdministration>
</component>
{component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{effectiveTime xsi:type="IVL_TS”>
{dow value="20090101"/>
<{!==D.8.r.4: Start Date #2 —>
<high value="20090101"/>
<(!-=D.8.r.5: End Date #2 ——>
{/effectiveTime>
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="D.8.1.3b” codeSystem="TBD-PhPID” codeSystemVersion="D.8.r.3a”/>
<!==D.8.r.3a: PhPID Version Date / Number ——>
<!-= D.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 ——>
<name>D. 8. r. 1</name>
<!-= D.8.r.1: Name of Drug as Reported #2 ——>
</kindOfProduct>
{/instanceOfKind>
<{/consumable>
<outboundRelationship2 typeCode="RSON”>
<observation classCode="0BS” moodCode="EVN">
<{code code="19" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/>
<value xsi:type="CE” code="D.8.r.6b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.r.6a”/>
<!-=D.8.1.6a: MedDRA Version for Indication #2 ——>
<!-=D.8.r.6b: Indication (MedDRA code) #2 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE” code="D.8.r.7b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.r.7a"/>
<]==D.8.1.7a: MedDRA Version for Reaction #2 ——>
<!-==D.8.r.7b: Reaction (MedDRA code) #2 ——>
{/observation>
</outboundRelationship2>
</substanceAdministration>
</component>
<{/organizer>
<{/subject0f2>
<subjectOf2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<code code="32" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reportedCauseOfDeath”/>
<value xsi:type="CE” code="D.9.2.r.1b” codeSystem="2.16.840. 1. 113883.6. 163" codeSystemVersion="D.9.2.r. 1la”>
<]==D.9.2.r.1a: MedDRA Version for Reported Cause(s) of Death #1 —>
<I==D.9.2.1.1b: Reported Cause(s) of Death (MedDRA code) #1 —>
<originalText>D. 9. 2. r.2</original Text>
<= D.9.2.1.2: Reported Cause(s) of Death (free text) #1 —>
{/value>
{/observation>
<{/subject0f2>
{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{code code="32" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
reportedCauseOfDeath”/>
<value xsi:type="CE” code="D.9.2.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D.9.2.r.1a”>
<!-=D.9.2.1r.la: MedDRA Version for Reported Cause(s) of Death #2 ——>
<I==D.9.2.1.1b: Reported Cause(s) of Death (MedDRA code) #2 ——>
<originalText>D. 9. 2. r.2<{/originalText>
<1-=D.9.2.1.2: Reported Cause(s) of Death (free text) #2 ——>
<{/value>
{/observation>
</subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{code code="5" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="autopsy”/>
<value xsi:type="BL” value="true”/>
<!-='D.9.3 Was Autopsy Done? ——>
<outboundRelationship2 typeCode="DRIV”>
<observation classCode="0BS” moodCode="EVN">
<code code="8" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
causeOfDeath”/>
<value xsi:type="CE” code="D.9.4.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D. 9. 4.
r.1la”>



<l=——=D.9.4.1.1a: MedDRA Version for Autopsy-determined Cause(s) of Death #1 ——>
<!-—D.9.4.r. 1b Autopsy—determined Cause(s) of Death (MedDRA code) #1 ——>
<originalText>D. 9. 4. r. 2{/originalText>
<!=—D.9.4.r.2: Autopsy-determined Cause(s) of Death (free text) #1 ——>
<{/value>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="DRIV”>
<observation classCode="0BS” moodCode="EVN">
{code code="8" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
causeOfDeath”/>
<value xsi:type="CE” code="D.9.4.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D. 9. 4.
r.1la”>
<= D.9.4.r.1a: MedDRA Version for Autopsy-determined Cause(s) of Death #2 ——>
<!-—D.9.4.r. 1b Autopsy—determined Cause(s) of Death (MedDRA code) #2 ——>
<originalText>D. 9. 4. r. 2{/originalText>
<!=——D.9.4.r.2: Autopsy-determined Cause(s) of Death (free text) #2 ——>
<{/value>
</observation>
{/outboundRelationship2>
</observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
<code code="29" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<{!== E.1i.4: Date of Start of Reaction / Event #1 ——>
<high value="20090102"/>
<!-= E.i.5: Date of End of Reaction / Event #1 —>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1la”>
<!== E.1i.2.1a: MedDRA Version for Reaction / Event #1 —>
<!-— E.1i.2.1b: Reaction / Event (MedDRA code) #1 ——>
<originalText language="E.i.1.1b">E.1i. 1. 1la</originalText>
{!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #1 ——>
<{]-— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #1 ——>
<{/value>
{location typeCode="LOC">
<locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
(= E.i.9: Identification of the Country Where the Reaction / Event Occurred #1 ——>
<{/locatedPlace>
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”>E.i.1.2</value>
<{!-= E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #1 —->
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10” codeSystemVersion="

2.07/>
<]=—— E.i.3.1: Term Highlighted by the Reporter #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>

<value xsi:type="BL” value="true”/>
(|- E.i.3.2a: Results in Death #1 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI1"/>
(|- E.i.3.2b: Life Threatening #1 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
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requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<{]-= E.1i.3.2c: Caused / Prolonged Hospitalisation #1 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI"/>
<{]—— E.i.3.2d: Disabling / Incapacitating #1-—>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
<{]—— E.i.3.2e: Congenital Anomaly / Birth Defect #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<{]=— E.i.3.2f: Other Medically Important Condition #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2.
0"/>
<]-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #1 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
<{]-= E.1i.8: Medical Confirmation by Healthcare Professional #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName=
“ARGN - BEET />
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
<I-- @@QJ2.14. 1 AHn - BLa #1 —>
</observation>
</outboundRelationship2>
<{/observation>
{/subject0f2>
<subjectOf2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220”" />
{code code="29" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
{!-= E.i.4: Date of Start of Reaction / Event #2 -—>
<width value="24" unit="E.i.6b"/>
{!-- E.i.6a: Duration of Reaction / Event (number) #2 ——>
<!-== E.i.6b: Duration of Reaction / Event (unit) #2 ——>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1la”>
<!== E.1i.2.1a: MedDRA Version for Reaction / Event #2 —>
<{!-- E.i.2.1b: Reaction / Event (MedDRA code) #2 ——>
<originalText language="E.i.1.1b">E.i. 1. 1la</originalText>
{!=— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #2 ——>
<{]-— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #2 ——>
</value>
{location typeCode="LOC">
{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
(= E.i.9: Identification of the Country Where the Reaction / Event Occurred #2 ——>
<{/locatedPlace>
{/locatedEntity>
<{/location>
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reactionForTranslation”/>

termHighlightedByReporter”/>

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

<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="

<value xsi:type="ED”>E.i.1.2</value>
<{]=— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 10” codeSystemVersion="

{l!-— E.1i.3.1:Term Highlighted by the Reporter #2 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<{]-- E.i.3.2a: Results in Death #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="N1"/>
<I-= E.1.3.2b: Life Threatening #2 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19

codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<{]-= E.1i.3.2c: Caused / Prolonged Hospitalisation #2 ——>
<{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

07 />

medicalConfirmationByHealthProfessional”/>

<value xsi:type="BL” nullFlavor="NI"/>
<{]-= E.i.3.2d: Disabling / Incapacitating #2 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<{]—— E.i.3.2e: Congenital Anomaly / Birth Defect #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<{]— E.i.3.2f: Other Medically Important Condition #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2.

<{]== E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #2 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<{!-= E.i.8: Medical Confirmation by Healthcare Professional #2 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation 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=
TR - BERT />
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
- @@@J2.14.1 A0 - BEM #2 —>
</observation>
</outboundRelationship2>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf” />
<code code="29" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS”>
<width value="24" unit="E.i.6b"/>
<{!-— E.1i.6a: Duration of Reaction / Event (number) #3 —>
<{!-— E.1i.6b: Duration of Reaction / Event (unit) #3 ——>
<high value="20101201"/>
<|-= E.i.5: Date of End of Reaction / Event #3 ——>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a”>
<!-= E.i.2.1a: MedDRA Version for Reaction / Event #3 ——>
<I== E.i.2.1b: Reaction / Event (MedDRA code) #3 ——>
<originalText language="E.i.1.1b">E.i.1.1a</originalText>
<{!-— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #3 ——>
<l=— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #3 —>
</value>
{location typeCode="LOC">
<{locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
(!-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 ——>
<{/locatedPlace>
<{/locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”>E.i.1.2</value>
<]=— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #3 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.1i.3.1” codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.10” codeSystemVersion="

2.07/>
{!-— E.1i.3.1:Term Highlighted by the Reporter #3 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>
<value xsi:type="BL” value="true”/>
<{]-= E.i.3.2a: Results in Death #3 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>

<value xsi:type="BL” nullFlavor="N1"/>
<{!-= E.i.3.2b: Life Threatening #3 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<{]-= E.1i.3.2c: Caused / Prolonged Hospitalisation #3 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI"/>
<{]-= E.i.3.2d: Disabling / Incapacitating #3 —>
<{/observation>
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</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI1"/>
{!—— E.1i.3.2e: Congenital Anomaly / Birth Defect #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<!-= E.1i.3.2f: Other Medically Important Condition #3 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0”/>
<!== E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
<{]—— E.i.8: Medical Confirmation by Healthcare Professional #3 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2.16.840. 1. 113883. 3. 989.5.1.3.2. 1. 10” codeSystemVersion="1.0" displayName=
U - e />
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
I @00J2. 14. 1 HK%n - B #3 —>
</observation>
</outboundRelationship2>
</observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5" />
{code code="29" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="IVL_TS”>
<low value="20090101"/>
<{]-= E.i.4: Date of Start of Reaction / Event #4 ——>
<high value="20101201"/>
<!-—— E.1i.5: Date of End of Reaction / Event #4 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="24" unit="E.i.6b"/>
<!-- E.i.6a: Duration of Reaction / Event (number) #4 ——>
{!—— E.1i.6b: Duration of Reaction / Event (unit) #4 —>
</comp>
{/effectiveTime>
<{value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883.6. 163" codeSystemVersion="E.1i.2.1a”>
{!-= E.i.2.1a: MedDRA Version for Reaction / Event #4 ——>
{!=— E.1i.2.1b: Reaction / Event (MedDRA code) #4 —>
<originalText language="E.1i.1.1b”>E.i.1.1a{/originalText>
<!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #4 ——>
{!=— E.1i.1.1b: Reaction / Event as Reported by the Primary Source Language #4 —>
{/value>
<location typeCode="L0C">
<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9” codeSystem="1.0.3166.1.2.27/>
¢l-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #4 ——>
</locatedPlace>
<{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”DE.i.1.2</value>
(= E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 ——>
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</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10” codeSystemVersion="

2.07/>
<{!—— E.1i.3.1:Term Highlighted by the Reporter #4 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>

<value xsi:type="BL” value="true”/>
(|- E.i.3.2a: Results in Death #4 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI1"/>
(|- E.i.3.2b: Life Threatening #4 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<{!-= E.i.3.2c: Caused / Prolonged Hospitalisation #4 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="N1"/>
<!--= E.i.3.2d: Disabling / Incapacitating #4 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19

codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="N1"/>
<{!-—= E.i.3.2e: Congenital Anomaly / Birth Defect #4 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<{]-= E.1i.3.2f: Other Medically Important Condition #4 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2.
0”/>
{!—— E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #4 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
<!—— E.1i.8: Medical Confirmation by Healthcare Professional #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2.16. 840. 1. 113883. 3. 989. 5. 1.3.2. 1. 10” codeSystemVersion="1.0" displayName=
TR - BERT />
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
<I-- @@0J2.14. 1 AHn - BEAm #4 —>

<{/observation>

— 14 -



</outboundRelationship2>
{/observation>
{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd”/>
{code code="29" codeSystem="2.16.840. 1. 113883. 3. 989.2.1.1.19” codeSystemVersion="1.1" displayName="reaction”/>

(effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<!-= E.i.4: Date of Start of Reaction / Event #5 ——>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1la”>
<!-= E.i.2.1a: MedDRA Version for Reaction / Event #5 ——>
<!-—= E.1i.2.1b: Reaction / Event (MedDRA code) #5 ——>
<originalText language="E.i.l.1b”>E.i.1.la</originalText>
{!=— E.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 Language #5 ——>
</value>
{location typeCode="L0C">
{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0.3166.1.2.27/>
(= E.i.9: Identification of the Country Where the Reaction / Event Occurred #5 ——>
<{/locatedPlace>
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”>E.1i.1.2</value>
<{!-= E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 —->
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883. 3.989.2. 1. 1. 10” codeSystemVersion="

2.07/>
<]=— E.i.3.1:Term Highlighted by the Reporter #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>

<value xsi:type="BL” value="true”/>
<{!-= E.i.3.2a: Results in Death #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI1"/>
<{]— E.i.3.2b: Life Threatening #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<{!—— E.1i.3.2c: Caused / Prolonged Hospitalisation #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI1"/>
<!—— E.i.3.2d: Disabling / Incapacitating #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI1"/>
<{!-= E.i.3.2e: Congenital Anomaly / Birth Defect #5 —>
{/observation>
</outboundRelationship2>
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<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<]=— E.i.3.2f: Other Medically Important Condition #5 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2.
0"/>
<{]== E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #5 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
<{!-= E.i.8: Medical Confirmation by Healthcare Professional #5 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName=
TR - BERT />
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
<1— @00J2. 14. 1 AKRFn - BEFn #5 —>
</observation>
</outboundRelationship2>
<{/observation>
</subject0f2>
<subjectOf2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f" />
{code code="29" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS”>
<high value="20090101"/>
<{!-= E.i.4: Date of Start of Reaction / Event #6 ——>
{/effectiveTime>
<{value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883.6. 163" codeSystemVersion="E.1i.2.1a”>
{!-= E.i.2.1a: MedDRA Version for Reaction / Event #6 ——>
<!== E.1i.2.1b: Reaction / Event (MedDRA code) #6 ——>
<originalText language="E.1i.1.1b”>E.i.1.1a{/originalText>
<l E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
<!-= E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #6 ——>
{/value>
{location typeCode="L0C">
<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9” codeSystem="1.0.3166.1.2.27/>
¢l-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #6 ——>
</locatedPlace>
<{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”DE.i.1.2</value>
<{!—— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #6 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 10” codeSystemVersion="

2.07/>
<{]-= E.i.3.1:Term Highlighted by the Reporter #6 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>

<value xsi:type="BL” value="true”/>
<!-- E.i.3.2a: Results in Death #6 —>
<{/observation>
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</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI1"/>
(|- E.i.3.2b: Life Threatening #6 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<{!-= E.i.3.2c: Caused / Prolonged Hospitalisation #6 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="N1"/>
|- E.i.3.2d: Disabling / Incapacitating #6 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="N1"/>
<{]-= E.1i.3.2e: Congenital Anomaly / Birth Defect #6 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19

codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<{]-= E.1i.3.2f: Other Medically Important Condition #6 ——>
<{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.1i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2.
0”/>
{!—— E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #6 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
<!—— E.1i.8: Medical Confirmation by Healthcare Professional #6 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2.16. 840. 1. 113883. 3. 989. 5. 1.3.2. 1. 10” codeSystemVersion="1.0" displayName=
TG - PR/
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
<I-- @@0J2.14. 1 AHn - BEA #6 —>
<{/observation>
{/outboundRelationship2>
{/observation>
<{/subject0f2>
{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
<code code="29" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

C(effectiveTime xsi:type="IVL_TS”>
<width value="24" unit="E.i.6b"/>
<{!-- E.i.6a: Duration of Reaction / Event (number) #7 ——>
<{!-— E.i.6b: Duration of Reaction / Event (unit) #7 ——>
{/effectiveTime>
<{value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883.6. 163" codeSystemVersion="E.1i.2.1a”>
<!-= E.i.2.1a: MedDRA Version for Reaction / Event #7 ——>
<!-— E.i.2.1b: Reaction / Event (MedDRA code) #7 ——>
<originalText language="E.i.l.1b”>E.i. 1. la</originalText>
{!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #7 ——>
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<l E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #7 —>
</value>
{location typeCode="LOC">
<{locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="TNSTANCE”>
<code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
¢!—— E.i.9: Identification of the Country Where the Reaction / Event Occurred #7 ——>
<{/locatedPlace>
<{/locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”>E.i.1.2</value>
¢!-— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #7 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.1i.3.1” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.10” codeSystemVersion="

2.07/>
{!—— E.1i.3.1:Term Highlighted by the Reporter #7 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>
<value xsi:type="BL” value="true”/>
<{]-- E.i.3.2a: Results in Death #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>

<value xsi:type="BL” nullFlavor="N1"/>
<{|-= E.i.3.2b: Life Threatening #7 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19

codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<{!-= E.i.3.2c: Caused / Prolonged Hospitalisation #7 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="N1"/>
<{]-= E.i.3.2d: Disabling / Incapacitating #7 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
<{]-= E.1i.3.2e: Congenital Anomaly / Birth Defect #7 —>
<{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<{]— E.i.3.2f: Other Medically Important Condition #7 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2.
0"/>
<{]== E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #7 ——>
{/observation>
</outboundRelationship2>
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<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
<{]=— E.i.8: Medical Confirmation by Healthcare Professional #7 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1.3.2. 1. 10” codeSystemVersion="1.0" displayName=
U - e />
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
<I-- @@@J2. 14. i KAn - BEm #7T —>
{/observation>
</outboundRelationship2>
{/observation>
<{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443¢0” />
{code code="29" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="reaction”/>

(effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="IVL_TS”>
<low value="20090101"/>
<{!-= E.i.4: Date of Start of Reaction / Event #8 ——>
<width value="24" unit="E.i.6b"/>
{!—— E.1i.6a: Duration of Reaction / Event (number) #8 ——>
¢!-— E.1i.6b: Duration of Reaction / Event (unit) #8 ——>
</comp>
<{comp xsi:type="IVL_TS” operator="A">
<high value="20101201"/>
<!-—— E.1i.5: Date of End of Reaction / Event #8 —>
</comp>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a”>
<!-= E.i.2.1a: MedDRA Version for Reaction / Event #8 ——>
<!== E.1i.2.1b: Reaction / Event (MedDRA code) #8 ——>
<originalText language="E.1i.1.1b”>E.i.1.1a{/originalText>
<l E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
{!=— E.1i.1.1b: Reaction / Event as Reported by the Primary Source Language #8 ——>
{/value>
{location typeCode="LOC">
<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9” codeSystem="1.0.3166.1.2.27/>
{!-— E.i.9: Identification of the Country Where the Reaction / Event Occurred #8 ——>
</locatedPlace>
<{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”DE.i.1.2</value>
<{]=—= E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #8 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 10” codeSystemVersion="

2.07/>
{!-— E.1i.3.1:Term Highlighted by the Reporter #8 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>

<value xsi:type="BL” value="true”/>
<!-- E.i.3.2a: Results in Death #8 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI"/>
<I-= E.1.3.2b: Life Threatening #8 ——>
<{/observation>

- 19 -



</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<!—— E.1i.3.2c: Caused / Prolonged Hospitalisation #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI1"/>
<!-= E.i.3.2d: Disabling / Incapacitating #8 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="N1"/>
<{!--= E.i.3.2e: Congenital Anomaly / Birth Defect #8 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<{]-= E.i.3.2f: Other Medically Important Condition #8 ——>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0”/>
{!—— E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #8 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
<!—— E.1i.8: Medical Confirmation by Healthcare Professional #8 ——>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1.3.2.1. 10" codeSystemVersion="1.0" displayName=
TR - BERT/>
<value xsi:type="CE” code="J2.14.1i” codeSystem="2.16.840. 1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/>
<I-- @@0J2.14. 1 A0 - LA #8 —>
</observation>
{/outboundRelationship2>
{/observation>
<{/subject0f2>
{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="3" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.20” codeSystemVersion="1.0" displayName="
testsAndProceduresRelevantToThelnvestigation”/>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="F. r. 2. 2a”>
<{l— F.r.2.2a: MedDRA Version for Test Name #1 ——>
(l-——= F.r.2.2b: Test Name (MedDRA code) #1 ——>
<originalText>F. r.2. 1<{/originalText>
{I-— F.r.2.1: Test Name (free text) #1 ——>
</code>
<{effectiveTime value="20090101"/>
(== F.r.1: Test Date #1 —>
<value xsi:type="IVL_PQ">
<center value="10" unit="mg/d1”/>
(l-— F.r.3.2: Test Result (value / qualifier) #1 ——>
<I—— F.r.3.3: Test Result (unit) #1 —>
<{/value>
{interpretationCode code="F.r.3.1” codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 12” codeSystemVersion="2
0”/>
<I== F.r.3.1: Test Result (code) #1 ——>
<{referenceRange typeCode="REFV”>
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<observationRange classCode="0BS” moodCode="EVN. CRT”>
<value xsi:type="PQ” value="40" unit="mg/dl”/>
{!-=F.r.4: Normal Low Value #1 ——>
<interpretationCode code="L" codeSystem="2.16.840. 1. 113883.5.83"/>
</observationRange>
</referenceRange>
<{referenceRange typeCode="REFV”>
<observationRange classCode="0BS” moodCode="EVN. CRT”>
<{value xsi:type="PQ” value="110" unit="mg/dl”/>
<!-= F.r.5: Normal High Value #1-—>
{interpretationCode code="H" codeSystem="2. 16.840. 1. 113883.5.83"/>
</observationRange>
{/referenceRange>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="comment”/>
<value xsi:type="ED”>F.r.6</value>
{!-= F.r.6: Comments (free text) #I ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="25" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="moreInformationAvailable”/>
<value xsi:type="BL” value="true”/>
<]==F.r.7: More Information Available #1 ——>
{/observation>
</outboundRelationship2>
</observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="F.r. 2. 2a”>
<{l— F.r.2.2a: MedDRA Version for Test Name #2 ——>
(== F.r.2.2b: Test Name (MedDRA code) #2 ——>
<originalText>F. r. 2. 1<{/originalText>
<I— F.r.2.1: Test Name (free text) #2 ——>
<{/code>
<{effectiveTime value="20090101"/>
!== F.r.1: Test Date #2 —>
<value xsi:type="IVL_PQ">
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1” inclusive="false”/>
</value>
<!-= F.r.3.2: Test Result (value / qualifier) #2 ——>
<!=—— F.r.3.3: Test Result (unit) #2 —>
<= LT 10 mg/dl #2 ——>
</observation>
</component>
{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="F.r. 2. 2a">
<{l-—— F.r.2.2a: MedDRA Version for Test Name #3 ——>
(== F.r.2.2b: Test Name (MedDRA code) #3 ——>
<originalText>F. r.2. 1<{/originalText>
(l—— F.r.2.1: Test Name (free text) #3 ——>
</code>
<effectiveTime value="20090101"/>
(== F.r.1: Test Date #3 —>
<value xsi:type="IVL_PQ">
<{low nullFlavor="NINF"/>
<high value="10" unit="mg/d1” inclusive="true”/>
<{/value>
{l=—= F.r.3.2: Test Result (value / qualifier) #3 ——>
)= F.r.3.3: Test Result (unit) #3 ——>
<!== LE 10 mg/dl #3-->
</observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<{code code="F.r.2.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="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>
(= F.r.2.1: Test Name (free text) #4 —>
<{/code>
<effectiveTime value="20090101"/>
(= F.r.1: Test Date #4 —>
<value xsi:type="IVL_PQ">
{low value="10" unit="mg/d1” inclusive="false”/>
<high nullFlavor="PINF”/>
<{/value>
<I— F.r.3.2: Test Result (value / qualifier) #4 —>
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{!— F.1.3.3: Test Result (unit) #4 —>
<I== GT 10 mg/dl #4 —>
{/observation>
</component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="F.r. 2. 2a">
{!-= F.r.2.2a: MedDRA Version for Test Name #5 ——>
{l— F.r.2.2b: Test Name (MedDRA code) #5 —>
<originalText>F. r. 2. 1<{/originalText>
(== F.r.2.1: Test Name (free text) #5 —>
<{/code>
<effectiveTime value="20090101"/>
{I== F.r.1: Test Date #5 —>
<value xsi:type="IVL_PQ">
{low value="10" unit="mg/d1” inclusive="true”/>
<high nullFlavor="PINF”/>
<{/value>
<l— F.r.3.2: Test Result (value / qualifier) #5 —>
<!-— F.r.3.3: Test Result (unit) #5 —>
<!-= GE 10 mg/dl #5 ——>
</observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="F.r. 2. 2a”>
{!-= F.r.2.2a: MedDRA Version for Test Name #6 ——>
(== F.r.2.2b: Test Name (MedDRA code) #6 ——>
<originalText>F.r.2. 1<{/originalText>
<I—— F.r.2.1: Test Name (free text) #6 ——>
<{/code>
<effectiveTime value="20090101"/>
{!== F.r.1: Test Date #6 —>
<value xsi:type="ED”>F.r.3.4</value>
{!—— F.r.3.4: Result Unstructured Data (free text) #6 —>
</observation>
</component>
<{/organizer>
{/subject0f2>
<{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="4" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="
drugInformation”/>
<{!-= G.k Drug(s) Information (repeat as necessary) #1 ——>
<component typeCode="COMP”>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.1.1b” codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a”/>
<!-= G.k.2.1.1a: MPID Version Date / Number #1 ——>
{!=—= G.k.2.1.1b: Medicinal Product Identifier (MPID) #1 ——>
<{name>G. k. 2. 2</name>
<]=—= G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
<asManufacturedProduct classCode="MANU">
{subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1” root="2.16.840. 1. 113883.3.989.2.1.3.4"/>
<]=—— G.k.3.1: Authorisation / Application Number #I —>
<holder typeCode="HLD”>
<role classCode="HLD">
{playingOrganization classCode="ORG” determinerCode="INSTANCE”>
<name>G. k. 3. 3</name>
{!-= G.k.3.3: Name of Holder / Applicant #1 —>
{/playingOrganization>
{/role>
</holder>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR”>
{territory classCode="NAT” determinerCode="INSTANCE”>
<code code="G.k.3.2” codeSystem="1.0.3166.1.2.2"/>
<l=—— G.k.3.2: Country of Authorisation / Application #I —>
{/territory>
{/territorialAuthority>
</author>
<pertinentInformation typeCode="PERT”>
<policy classCode="POLICY” moodCode="EVN">
<code code="J2.5.k” codeSystem="2. 16.840. 1. 113883. 3.989.5.1.3.2.1.4”
codeSystemVersion="1.1"/>
<1 00@J2.5. k: —MHERLED Y 27 K53% #1 —>
<{/policy>
{/pertinentInformation>
{/approval>
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{/subjectOf>
{subjectOf typeCode="SBJ”>
{characteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2.1.10”
codeSystemVersion="1.0" displayName="3§ [ 3K fh 5 DAL BLIX Sy />
<value xsi:type="CE” code="J2.4.k” codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3.
2.1.3” codeSystemVersion="1.1"/>
<I=- 000]2. 4. k: HFEHEFHBFEORILK Y #1 —>
{/characteristic>
<{/subjectOf>
</asManufacturedProduct>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
{code>
<originalText>J2.12<{/originalText>
<I-- 00J2. 12: JRBRMTES >
{/code>
</generalizedMaterialKind>
</asSpecializedKind>
{ingredient classCode="ACTI”>
{quantity>
<{numerator value="10" unit="G.k.2.3.r.3b"/>
<(l-- G.k.2.3.r.3a: Strength (number) #1-1 ——>
{l—— G.k.2.3.7r.3b: Strength (unit) #1-1 —>
<{denominator value="1"/>
{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
{code code="G.k.2.3.r.2b” codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r

2a”/>
<l-— G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date / Number
#1-1 —>
{!== G6.k.2.3.71.2b: Substance / Specified Substance TermID #1-1 —>
<name>G. k. 2. 3. r. 1<{/name>
<{!-= 6.k.2.3.71.1: Substance / Specified Substance Name #1-1 ——>
<{/ingredientSubstance>
</ingredient>
{ingredient classCode="ACTI”>
{quantity>
{numerator value="10" unit="G.k.2.3.r.3b"/>
<l-- G.k.2.3.r.3a: Strength (number) #1-2 —>
{l-— G.k.2.3.r.3b: Strength (unit) #1-2 —>
{denominator value="1"/>
<{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.3.r.2b” codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r
2a” />
{!-= 6.k.2.3.7r.2a: Substance / Specified Substance TermID Version Date / Number
#1-2 —>

{]-= G.k.2.3.r.2b: Substance / Specified Substance TermID #1-2 ——>
<name>G. k. 2. 3. r. 1<{/name>
{l-= G.k.2.3.r.1: Substance / Specified Substance Name #1-2 ——>
</ingredientSubstance>
<{/ingredient>
</kindOfProduct>
<{subjectOf typeCode="SBJ”>
<productEvent classCode="ACT” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystemVersion="1.0"
displayName="retailSupply”/>
{performer typeCode="PRF”>
<assignedEntity classCode="ASSIGNED”>
<{representedOrganization classCode="0ORG” determinerCode="INSTANCE”>
<addr>
<country>G. k. 2. 4</country>
{l-= G.k.2.4: Identification of the Country Where the Drug Was
Obtained #1 ——>
</addr>
<{/representedOrganization>
{/assignedEntity>
<{/performer>
</productEvent>
<{/subjectOf>
<{subjectOf typeCode="SBJ”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.
0” displayName="—f% F [ 3£ dh O A FAREE” />
<value xsi:type="CE” code="]J2.6.k” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.5”
codeSystemVersion="1.1"/>
<= 060)2.6. k: —fHEKLOATRE #1 —>
<{/observationEvent>
</subjectOf>
{/instanceOfKind>
</consumable>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>

- 923 -



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

Event (unit) Drug #1, Reaction #1 —>

Drug #1, Reaction #1 —>

Drug #1, Reaction #1 —>

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 ——>

Event (unit) Drug #1, Reaction #3 —>

Drug #1, Reaction #3 ——>

Drug #1, Reaction #3 ——>

Event (number) Drug #1, Reaction #4 —>

Event (unit) Drug #1, Reaction #4 —>

Drug #1, Reaction #4 ——>

Drug #1, Reaction #4 —>

Event (number) Drug #1, Reaction #5 —>

Event (unit) Drug #1, Reaction #5 —>

(] 6.k.9.i.3.1a: Time Interval between Beginning of
<]-= 6.k.9.1.3.1b: Time Interval between Beginning of

{actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6£4657f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.i.3.2a: Time Interval between Last Dose of

<{!-= G.k.9.1.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<]-= 6.k.9.i.3.1a: Time Interval between Beginning of

<l G.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.1.3.2a: Time Interval between Last Dose of

{J==6.k.9.1.3.2b: Time Interval between Last Dose of

{actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<l G.k.9.1.3.1a: Time Interval between Beginning of

{!=—— G.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626ch-9f1b-4ea8-8a0f-e0ff34430adf” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l G.k.9.1.3.2a: Time Interval between Last Dose of

(== 6.k.9.1.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626ch-9f 1b-4ea8-8a0f-e0ff34430adf” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
¢!=—— G.k.9.i.3.1a: Time Interval between Beginning of

(] 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
{l— G.k.9.1.3.2a: Time Interval between Last Dose of

<{!-= G.k.9.1i.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
(] 6.k.9.i.3.1a: Time Interval between Beginning of

<]-= 6.k.9.1.3.1b: Time Interval between Beginning of
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Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

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 /



Drug #1, Reaction #5 ——>

Drug #1, Reaction #5 ——>

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

Event (unit) Drug #1, Reaction #6 —>

Drug #1, Reaction #6 ——>

Drug #1, Reaction #6 —>

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

Event (unit) Drug #1, Reaction #7 —>

Drug #1, Reaction #7 ——>

Drug #1, Reaction #7 —>

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

Event (unit) Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

Drug #1, Reaction #8 ——>

displayName="blinded”/>

<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l— G.k.9.1.3.2a: Time Interval between Last Dose of

(== 6.k.9.1.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83¢c1-34f9ddb7eabd” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
¢!=—— G.k.9.i.3.1a: Time Interval between Beginning of

(] 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-¢925640fb18f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.i.3.2a: Time Interval between Last Dose of

<{!-= G.k.9.1.3.2b: Time Interval between Last Dose of

{actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e9256401b18f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
(] 6.k.9.i.3.1a: Time Interval between Beginning of

<]-= 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be—423f-b6bb-cel4bc279d8e” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.1.3.2a: Time Interval between Last Dose of

{J==6.k.9.1.3.2b: Time Interval between Last Dose of

{actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<]-= 6.k.9.1.3.1a: Time Interval between Beginning of

<l G.k.9.1.3.1b: Time Interval between Beginning of

{actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e0”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
{J==G6.k.9.1.3.2a: Time Interval between Last Dose of

== 6.k.9.1.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="alb5be092-8070-426d-af04-6863263443¢0" />
{/actReference>
</outboundRelationshipl>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

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)

<{code code="6" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1"

<value xsi:type="BL” value="true”/>

<!-= G.k.2.5: Investigational Product Blinded #1 ——>

{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>

{!—— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-1 —>
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codeSystemVersion="G. k. 4. r. 10. 2a”>

r.9.2a">

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4. r. 11.2a”>

#1-1 —>

{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8<¢/text>
{!-= G.k.4.1.8: Dosage Text #1-1 —>
<effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<period value="10" unit="G.k.4.1.3"/>
{I== G.k.4.r.2: Number of Units in the Interval #1-1 —>
<{!-= G.k.4.1.3: Definition of the Time Interval Unit #1-1 ——>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
{!—— G.k.4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/>
<{!-= G.k.4.1.5: Date and Time of Last Administration #1-1 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/>
<{!-= G.k.4.r.6a: Duration of Drug Administration (number) #1-1 ——>
<!-— G.k.4.r.6b: Duration of Drug Administration (unit) #I1-1 —>
</comp>
{/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 TermID Version Date / Number #1-1 ——>
{!=— G.k.4.71.10.2b: Route of Administration TermID #1-1 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<!== G.k.4.1.10.1: Route of Administration (free text) #1-1 ——>
</routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.r.la Dose (number) #1-1 ——>
<!-= G.k.4.r.1b: Dose (unit) #1-1 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-1 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<]== G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-1

<l== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-1 —>
<originalText>G.k.4.r.9. 1<{/originalText>
<!== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-1 ——>
</formCode>
</kindOfProduct>
<{/instanceOfKind>
</consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.
<l=— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number

{!-= G.k.4.1.11.2b: Parent Route of Administration TermID #1-1 ——>
<originalText>G. k. 4.r. 11. 1<{/originalText>
{!-= G.k.4.r.11. 1: Parent Route of Administration (free text) #1-1 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-2 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-= G.k.4.1.8: Dosage Text #1-2 —>
<effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<period value="10" unit="G.k.4.1.3"/>
{I== G.k.4.r.2: Number of Units in the Interval #1-2 —>
<{!-= G.k.4.1.3: Definition of the Time Interval Unit #1-2 ——>
</comp>
{comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
{!—— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
<{!-= G.k.4.1.5: Date and Time of Last Administration #1-2 ——>
</comp>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 14”
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codeSystemVersion="G. k. 4. r. 10. 2a”>

r.9.2a">

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

#1-2 —>

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

r.9.2a">

== G k.dr
-G k.41

.10.2a: Route of Administration TermID Version Date / Number #1-2 -—>
.10.2b: Route of Administration TermID #1-2 ——>

<originalText>G. k. 4. r. 10. 1</originalText>

- G.k.dr
</routeCode>

.10.1: Route of Administration (free text) #1-2 —>

<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!--= G.k.4.r.la Dose (number) #1-2 -—>

<l G.k.4.r.1b:

Dose (unit) #1-2 —>

<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{JotNumberText>G. k. 4. r. 7</lotNumberText>

=
</produc

G.k.4.r.7: Batch / Lot Number #1-2 —>

tInstancelnstance>

<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<!== G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-2

<{!-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-2 ——>

<originalText>G. k. 4. 1. 9. 1<{/original Text>
<!--= G.k.4.1.9. 1: Pharmaceutical Dose Form (free text) #1-2 ——>

</formCode>
</kindOfProduct>
</instance0fKind>

</consumable>
<inboundRelation
{observation

ship typeCode="REFR”>
classCode="0BS” moodCode="EVN">

{code code="28" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value x
<1

I

siitype="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
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 #1-2 ——>

<originalText>G. k. 4.r.11. 1<{/original Text>

I
</value>

G.k.4.r.11.1: Parent Route of Administration (free text) #1-2 —>

<{/observation>
</inboundRelationship>
{/substanceAdministration>

</outboundRelationship2>

<outboundRelationship2 typeCode="COMP”>

<{]=— G.k.4.r: Dosage
{substanceAdministra
{text>G. k. 4. r.8<

and Relevant Information (repeat as necessary) #1-3 —>
tion classCode="SBADM” moodCode="EVN">
/text>

{!-— G.k.4.1.8: Dosage Text #1-3 —>

{effectiveTime x

si:type="SXPR_TS">

<comp xsi:type="PIVL_TS”>

<{period

<I--G.k

d—G.k
</comp>

value="10" unit="G.k.4.r.3"/>
.4.r.2: Number of Units in the Interval #1-3 ——>
.4.1.3: Definition of the Time Interval Unit #1-3 —>

<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>

<I--G.k
<width v
== G.k
d—G.k

</comp>
{/effectiveTime>

.4.1.4: Date and Time of Start of Drug #1-3 ——>

alue="4" unit="G.k.4.r.6b"/>

.4.1.6a: Duration of Drug Administration (number) #1-3 ——>
.4.1.6b: Duration of Drug Administration (unit) #1-3 ——>

<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 14”

A== Gk 4.r
Ad— G k.41
<originalTex
d— G k.41
<{/routeCode>
{doseQuantity va

.10.2a: Route of Administration TermID Version Date / Number #1-3 ——>
.10.2b: Route of Administration TermID #1-3 ——>

t>G. k. 4. r. 10. 1<{/originalText>

.10.1: Route of Administration (free text) #1-3 ——>

Tue="10" unit="G. k. 4. r. 1b"/>

{!-= G.k.4.r.la Dose (number) #1-3 ——>

== G.k.4.r.1b:

Dose (unit) #1-3 —>

<consumable typeCode="CSM">

<instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{JotNumberText>G. k. 4. r. 7</1lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-3 —>
{/productInstancelnstance>

<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<]== G.k.4.71.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-3

<l== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-3 —>
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displayName="parentRouteOfAdministration”/>
14” codeSystemVersion="G. k. 4.r.11.2a”>

#1-3 —>

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

r.9.2a">

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

#1-4 —>

<originalText>G. k. 4.1.9. 1</original Text>
<!--= G.k.4.71.9. 1: Pharmaceutical Dose Form (free text) #1-3 ——>
</formCode>
</kindOfProduct>
</instance0fKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
{!-= 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 ——>
<originalText>G. k. 4.r. 11. 1<{/originalText>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #1-3 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{]=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-4 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<l G.k.4.r.8: Dosage Text #1-4 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
<{!-= G.k.4.1.2: Number of Units in the Interval #1-4 ——>
<{!-= G.k.4.1.3: Definition of the Time Interval Unit #1-4 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/>
<{!-= G.k.4.r.6a: Duration of Drug Administration (number) #1-4 ——>
<!-— G.k.4.r.6b: Duration of Drug Administration (unit) #1-4 —>
<high value="20090101"/>
<{!-= G.k.4.1.5: Date and Time of Last Administration #1-4 ——>
</comp>
</effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 14”

<!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-4 ——>
<!== G.k.4.1.10.2b: Route of Administration TermID #1-4 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<!—— G.k.4.1.10.1: Route of Administration (free text) #1-4 —>
<{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!-= G.k.4.r. la Dose (number) #1-4 ——>
<!-= G.k.4.r.1b: Dose (unit) #1-4 ——>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{JotNumberText>G. k. 4. r. 7</1otNumberText>
<{l—— G.k.4.r.7: Batch / Lot Number #1-4 ——>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<)== G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4

<!== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-4 ——>
<originalText>G. k.4.r.9. 1<{/originalText>
<{!-- G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #l1-4 ——>
</formCode>
</kindOfProduct>
</instance0fKind>
<{/consumable>
{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1.
{!-= G.k.4.7.11.2a: 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>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #1-4 ——>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
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codeSystemVersion="G. k. 4. r. 10. 2a”>

r.9.2a">

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4.r.11.2a”>

#1-5 —>

</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l-—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-5 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8<¢/text>
<l G.k.4.r.8: Dosage Text #1-5 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="IVL_TS”>
<low value="20090101"/>
{!-— G.k.4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
<{I=—= G.k.4.r.5: Date and Time of Last Administration #1-5 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/>
¢{!-= G.k.4.r.6a: Duration of Drug Administration (number) #1-5 ——>
<!-= G.k.4.r.6b: Duration of Drug Administration (unit) #1-5 ——>
</comp>
</effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 14”

<!—— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #1-5 ——>
<]== G.k.4.1.10.2b: Route of Administration TermID #1-5 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<{!=—= G.k.4.r.10.1: Route of Administration (free text) #1-5 ——>
{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-— G.k.4.r.la Dose (number) #1-5 ——>
<= G.k.4.r.1b: Dose (unit) #1-5 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #1-5 —->
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4

{!-= G.k.4.1r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-5

<]== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-5 ——>
<originalText>G. k. 4.1.9. 1</originalText>
<!== G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-5 ——>
{/formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
<!-= 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 #1-5 —>
<originalText>G. k. 4.r. 11. 1<{/originalText>
{!-= G.k.4.7r.11. 1: Parent Route of Administration (free text) #1-5 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l-—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-6 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8<¢/text>
<l G.k.4.r.8: Dosage Text #1-6 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
{I== G.k.4.r.2: Number of Units in the Interval #1-6 ——>
<{!-= G.k.4.1.3: Definition of the Time Interval Unit #1-6 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
{!-— G.k.4.r.4: Date and Time of Start of Drug #1-6 —>
<width value="4" unit="G.k.4.r.6b"/>
<!-= G.k.4.r.6a: Duration of Drug Administration (number) #1-6 ——>
{!-— G.k.4.r.6b: Duration of Drug Administration (unit) #1-6 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
{I=—= G.k.4.r.5: Date and Time of Last Administration #1-6 —>
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</comp>
</effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 14”
codeSystemVersion="G. k. 4. r. 10. 2a”>
<]== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-6 ——>
<!== G.k.4.1.10.2b: Route of Administration TermID #1-6 ——>
<originalText>G. k. 4. r. 10. 1</originalText>
<!—— G.k.4.1.10.1: Route of Administration (free text) #1-6 —>
<{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!-= G.k.4.1. la Dose (number) #1-1 ——>
<!== G.k.4.r.1b: Dose (unit) #1-1 —>
{consumable typeCode="CSM”>
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</1otNumberText>
<!-= G.k.4.r.7: Batch / Lot Number #1-1 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a">

<{!== G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-6

<!== G.k.4.71.9.2b: Pharmaceutical Dose Form TermID #1-6 ——>
<originalText>G. k. 4. 1. 9. 1<{/original Text>
<{!-- G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-6 ——>
</formCode>
</kindOfProduct>
</instance0fKind>
<{/consumable>
{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
14” codeSystemVersion="G. k. 4.r.11.2a">
{!-= G.k.4.7.11.2a: Parent Route of Administration TermID Version Date / Number
#1-6 —>
{!-= G.k.4.1r.11.2b: Parent Route of Administration TermID #1-6 ——>
<originalText>G. k. 4. r. 11. 1<{/original Text>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #1-6 ——>
</value>
<{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
(== G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #1-7 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="IVL_TS”>
{low value="20090101"/>
{l=— G.k.4.r.4: Date and Time of Start of Drug #1-7 —>
<width value="4" unit="G.k.4.r.6b"/>
¢{!-= G.k.4.r.6a: Duration of Drug Administration (number) #1-7 ——>
<!=—— G.k.4.r.6b: Duration of Drug Administration (unit) #1-7 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<{!-= G.k.4.1.5: Date and Time of Last Administration #1-7 ——>
</comp>
<{/effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 14”
codeSystemVersion="G. k. 4. r. 10. 2a”>
<]== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-7 ——>
<!== G.k.4.1.10.2b: Route of Administration TermID #1-7 ——>
<originalText>G. k. 4. r. 10. 1</originalText>
<!—— G.k.4.1.10.1: Route of Administration (free text) #1-7 —>
<{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.1. la Dose (number) #1-7 ——>
<!-= G.k.4.r.1b: Dose (unit) #1-7 —>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{JotNumberText>G. k. 4. r. 7</1otNumberText>
<{l—— G.k.4.r.7: Batch / Lot Number #1-7 ——>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a">
<!——= G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-7
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displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4. r. 11.2a”>

#1-7 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

<]-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-7 ——>
<originalText>G.k.4.r.9. 1<{/originalText>
<)== G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-7 ——>
</formCode>
</kindOfProduct>
<{/instanceOfKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
{I-= 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 #1-7 —>
<originalText>G. k. 4.r. 11. 1<{/originalText>
{!-= G.k.4.r.11. 1: Parent Route of Administration (free text) #1-7 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM”>
{observation classCode="0BS” moodCode="EVN">
{code code="14" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="PQ” value="10" unit="G.k.5b”/>
<!-— G.k.ba: Cumulative Dose to First Reaction (number) #l ——>
<l-= G.k.5b: Cumulative Dose to First Reaction (unit) #1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<{code code="16" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

<{value xsi:type="PQ” value="10" unit="G.k.6b"/>
<{]-— G.k.6a: Gestation Period at Time of Exposure (number) #I ——>
<!-= G.k.6b: Gestation Period at Time of Exposure (unit) #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.16”

<!-= G.k.9.1i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #l ——>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-452-a02f-42d4d6£4657f" />
<{/actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<{code code="31" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 16"

<!== G.k.9.1.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #2 ——>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220" />
{/actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="9" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.10.r” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.17”

<!-= G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #l1-1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<{code code="9" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.10.r” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.17"
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codeSystemVersion="2.0"/>

displayName="additionalInformation”/>

displayName="indication”/>

"G.k.7.r.2a">

displayName="sourceReporter”/>

displayName="indication”/>

“G.k.7.1.2a">

displayName="sourceReporter”/>

<!-= G.k. 10.r: Additional Information on Drug (coded) (repeat as necessary) #1-2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="ST”>G. k. 11</value>
<!-= G.k.11: Additional Information on Drug (free text) #1 ——>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
<{code code="19" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=

<!== G.k.7.r.2a: MedDRA Version for Indication #1-1 ——>
{!-—— G.k.7.r.2b: Indication (MedDRA code) #1-1 —>
<originalText>G. k. 7. 1. 1</originalText>
{!—— G.k.7.r.1: Indication as Reported by the Primary Source #1-1 ——>
<{/value>
<performer typeCode="PRF”>
<assignedEntity classCode="ASSIGNED”>
<code code="3" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 21” codeSystemVersion="1.0"

{/assignedEntity>
</performer>
{/observation>
</inboundRelationship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=

{!=—— G.k.7.1.2a: MedDRA Version for Indication #1-2 —>
{!-— G.k.7.1.2b: Indication (MedDRA code) #1-2 ——>
<originalText>G. k. 7. r. 1<{/originalText>
{!-—— G.k.7.r.1: Indication as Reported by the Primary Source #1-2 ——>
</value>
<{performer typeCode="PRF”>
<assignedEntity classCode="ASSIGNED”>
<code code="3" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 21” codeSystemVersion="1.0"
<{/assignedEntity>
</performer>
{/observation>
</inboundRelationship>
<inboundRelationship typeCode="CAUS”>
<act classCode="ACT” moodCode="EVN">
<code code="G.k.8” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 15” codeSystemVersion="2.0"/>
<!-— G.k.8: Action(s) Taken with Drug #1 ——>
{/act>
</inboundRelationship>
{/substanceAdministration>
</component>
{!=— G.k Drug(s) Information (repeat as necessary) #2 ——>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45c¢7-92dd-69e06730c3a9” />
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.1.2b” codeSystem="TBD-PhPID” codeSystemVersion="G.k.2.1.2a”/>
<{!-= G.k.2.1.2a: PhPID Version Date / Number #2 ——>
<!== G.k.2.1.2b: Pharmaceutical Product Identifier (PhPID) #2 ——>
<name>G. k. 2. 2{/name>
<]== G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
<asManufacturedProduct classCode="MANU">
{subjectOf typeCode="SBJ”>
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1” root="2.16.840. 1. 113883.3.989.2.1.3.4"/>
{!== G.k.3.1: Authorisation / Application Number #2 ——>
<holder typeCode="HLD”>
<role classCode="HLD">
{playingOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>G. k. 3. 3¢/name>
<!-— G.k.3.3: Name of Holder / Applicant #2 —>
</playingOrganization>
{/role>
</holder>
<author typeCode="AUT”>
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{territorialAuthority classCode="TERR”>
{territory classCode="NAT” determinerCode="INSTANCE”>
<code code="G.k.3.2” codeSystem="1.0.3166.1.2.2"/>
{!—— G.k.3.2: Country of Authorisation / Application #2 —>
{/territory>
{/territorialAuthority>
<{/author>
{pertinentInformation typeCode="PERT”>
<policy classCode="POLICY” moodCode="EVN">
{code code="J2.5.k” codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.4”
codeSystemVersion="1.1"/>
<= 000)2.5. k: —FRHIERLFDOY 27 X555 2 —>
<{/policy>
</pertinentInformation>
{/approval>
</subjectOf>
{subjectOf typeCode="SBJ”>
{characteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2.1.10”
codeSystemVersion="1.0" displayName="3 [ 3K fh 5 DAL BLIX Sy />
<value xsi:type="CE” code="J2.4.k” codeSystem="2.16.840. 1. 113883. 3. 989.5. 1. 3.
2.1.3” codeSystemVersion="1.1"/>
<-- @00J2. 4. k: BIEIEMEDRBLX Sy #2 —>
{/characteristic>
<{/subjectOf>
</asManufacturedProduct>
{ingredient classCode="ACTI”>
{quantity>
<numerator value="10" unit="G.k.2.3.r.3b"/>
<l-- G.k.2.3.r.3a: Strength (number) #2-1 —>
<l== G.k.2.3.r.3b: Strength (unit) #2-1 ——>
{denominator value="1"/>
<{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.3.r.2b” codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r

2a” />
{!== G.k.2.3.7r.2a: Substance / Specified Substance TermID Version Date / Number
#2-1 —>
<!-= 6.k.2.3.1.2b Substance / Specified Substance TermID #2-1 —>
<name>G. k. 2. 3. r. 1<{/name>
{l-= G.k.2.3.r.1: Substance / Specified Substance Name #2-1 —>
</ingredientSubstance>
<{/ingredient>
{ingredient classCode="ACTI”>
{quantity>
<numerator value="10" unit="G.k.2.3.r.3b"/>
(l-- G.k.2.3.r.3a: Strength (number) #2-2 ——>
== G.k.2.3.r.3b: Strength (unit) #2-2 —>
{denominator value="1"/>
{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.3.r.2b” codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r
2a” />
{]-= G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date/Number #2-
2 —>

<l-— G.k.2.3.r.2b Substance / Specified Substance TermID #2-2 —>
<name>G. k. 2. 3. r. 1</name>
{!== G.k.2.3.7.1: Substance / Specified Substance Name #2-2 —>
</ingredientSubstance>
<{/ingredient>
</kindOfProduct>
{subjectOf typeCode="SBJ">
<productEvent classCode="ACT” moodCode="EVN">
{code code="1" codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 18” codeSystemVersion="1.0"
displayName="retailSupply”/>
<{performer typeCode="PRF”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<addr>
<country>G. k. 2. 4</country>
(= G.k.2.4: Identification of the Country Where the Drug Was
Obtained #2 ——>
<{/addr>
<{/representedOrganization>
{/assignedEntity>
{/performer>
</productEvent>
{/subjectOf>
<{subjectOf typeCode="SBJ”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1
07 displayName="—f% FH =3 5 D N FHREEE” />
<value xsi:type="CE” code="J2.6.k” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.5”
codeSystemVersion="1.1"/>
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Event (number) Drug #2, Reaction #1—>

Event (unit) Drug #2, 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 (unit) Drug #2, Reaction #3 —>

Drug #2, Reaction #3 ——>

Drug #2, Reaction #3 ——>

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

Event (unit) Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

<I—-0@0J2.6. k: —fHEKLDOATFRE #2 —>

{/observationEvent>
{/subjectOf>
<{/instance0fKind>
{/consumable>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<]-= 6.k.9.1.3.1a: Time Interval between Beginning of

<l G.k.9.1.3.1b: Time Interval between Beginning of

{actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
(== 6.k.9.1.3.2a: Time Interval between Last Dose of

{J==6.k.9.1.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<l G.k.9.1.3.1a: Time Interval between Beginning of

{!=—— 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4eb6c-93e9-5b860b314220” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l— G.k.9.1.3.2a: Time Interval between Last Dose of

(== 6.k.9.1.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
¢!—— G6.k.9.1.3.1a: Time Interval between Beginning of

<] 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626ch-9f1b-4ea8-8a0f-e0ff34430adf” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.i.3.2a: Time Interval between Last Dose of

<{!-= G.k.9.1i.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb—9f1b-4ea8-8a0f-c0ff34430adf” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
(] 6.k.9.i.3.1a: Time Interval between Beginning of

<]== 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.1i.3.2a: Time Interval between Last Dose of

{J==6.k.9.1.3.2b: Time Interval between Last Dose of
{actReference classCode="0BS” moodCode="EVN">

<id root="2¢99840f-08b4-499c-80ff-dd8415f4f8a5” />
{/actReference>
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Event (number) Drug #2, Reaction #5 —>

Event (unit) Drug #2, Reaction #5 —>

Drug #2, Reaction #5 ——>

Drug #2, Reaction #5 —>

Event (number) Drug #2, Reaction #6 —>

Event (unit) Drug #2, Reaction #6 —>

Drug #2, Reaction #6 —>

Drug #2, Reaction #6 ——>

Event (number) Drug #2, Reaction #7 ——>

Event (unit) Drug #2, Reaction #7 —>

Drug #2, Reaction #7 ——>

Drug #2, Reaction #7 ——>

Event (number) Drug #2, Reaction #8 —>

Event (unit) Drug #2, Reaction #8 —>

Drug #2, Reaction #8 ——>

Drug #2, Reaction #8 ——>

</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
¢!—— G6.k.9.1.3.1a: Time Interval between Beginning of

<] 6.k.9.1.3.1b: Time Interval between Beginning of

{actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83¢c1-34f9ddb7eabd” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.i.3.2a: Time Interval between Last Dose of

<{!-= G.k.9.1.3.2b: Time Interval between Last Dose of

{actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
(] 6.k.9.i.3.1a: Time Interval between Beginning of

<]== 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640b18f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<{!-= G.k.9.1i.3.2a: Time Interval between Last Dose of

{J==6.k.9.1.3.2b: Time Interval between Last Dose of

{actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<]-= 6.k.9.i.3.1a: Time Interval between Beginning of

<l G.k.9.1.3.1b: Time Interval between Beginning of

{actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f~b6bb-cel4bc279d8e” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
(== 6.k.9.1.3.2a: Time Interval between Last Dose of

(0= 6.k.9.1.3.2b: Time Interval between Last Dose of

{actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<l G.k.9.1.3.1a: Time Interval between Beginning of

{!=—— 6.k.9.1.3.1b: Time Interval between Beginning of

<actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443¢0” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l— G.k.9.1.3.2a: Time Interval between Last Dose of

<{!-= G.k.9.1i.3.2b: Time Interval between Last Dose of

<actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443¢0” />
{/actReference>
</outboundRelationshipl>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

Drug

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)

<code code="6" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="blinded”/>

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

r.9.2a">

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4. r. 11.2a”>

#2-1 —>

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

<value xsi:type="BL” value="true”/>
{!-= 6.k.2.5: Investigational Product Blinded #2 ——>

<{/observation>

</outboundRelationship2>

<outboundRelationship2 typeCode="COMP”>
{!=—— G.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">

<text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #2-1 —>
<(effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<l-= G.k.4.r.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
<!== G.k.4.r.5: Date and Time of Last Administration #2-1 —>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 14”

<{!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-1 ——>
<]== G.k.4.1.10.2b: Route of Administration TermID #2-1 ——>
<{originalText>G. k. 4. r. 10. 1<{/originalText>
<{!-—= G.k.4.r.10.1: Route of Administration (free text) #2-1 ——>
</routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.r.la Dose (number) #2-1 ——>
<!-= G.k.4.r.1b: Dose (unit) #2-1 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #2-1 ——>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<]== G.k.4.71.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-1

<l== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-1 —>
<originalText>G.k.4.r.9. 1<{/originalText>
<)== G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-1 ——>
</formCode>
</kindOfProduct>
<{/instanceOfKind>
{/consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.
<!-= 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 #2-1 —>
<originalText>G. k. 4.r. 11.1<{/originalText>
{!-= G.k.4.7r.11. 1: Parent Route of Administration (free text) #2-1 —>
<{/value>
{/observation>
</inboundRelationship>

{/substanceAdministration>

</outboundRelationship2>

<outboundRelationship2 typeCode="COMP”>
<!== G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">

<{text>G. k. 4. r. 8<¢/text>
{!-= G.k.4.1.8: Dosage Text #2-2 —>
<effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<l=— G.k.4.r.4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G.k.4.r.6b"/>
{!-= G.k.4.r.6a: Duration of Drug Administration (number) #2-2 ——>
<!-= G.k.4.r.6b: Duration of Drug Administration (unit) #2-2 ——>
<{/effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 14”

<!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-2 ——>
<!== G.k.4.1.10.2b: Route of Administration TermID #2-2 ——>
<originalText>G. k. 4. r. 10. 1</originalText>
<!—— G.k.4.1.10.1: Route of Administration (free text) #2-2 ——>

<{/routeCode>

<{doseQuantity value="10" unit="G.k.4.r.1b"/>

<{!-= G.k.4.1. la Dose (number) #2-2 ——>

<!-= G.k.4.r.1b: Dose (unit) #2-2 ——>

{consumable typeCode="CSM”>
<instanceOfKind classCode="INST”>
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r.9.2a">

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4.r.11.2a”>

#2-2 —>

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

r.9.2a">

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

#2-3 —>

{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #2-2 —->

{/productInstancelnstance>

<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4

{!-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-2

<!== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-2 ——>
<originalText>G. k. 4.1.9. 1</original Text>
<)== G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-2 ——>
{/formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
<!-= 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 #2-2 —>
<originalText>G. k. 4.r. 11. 1<{/originalText>
{!-= G.k.4.7r.11. 1: Parent Route of Administration (free text) #2-2 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!== G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8<¢/text>
<l G.k.4.r.8: Dosage Text #2-3 —>
<{effectiveTime xsi:type="IVL_TS”>
<width value="4" unit="G.k.4.r.6b"/>
<!-= G.k.4.r.6a: Duration of Drug Administration (number) #2-3 ——>
<!-= G.k.4.r.6b: Duration of Drug Administration (unit) #2-3 ——>
<high value="20090101"/>
(== G.k.4.1.5: Date and Time of Last Administration #2-3 —>
{/effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 14”

<!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-3 ——>
{!=—— G.k.4.1.10.2b: Route of Administration TermID #2-3 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<!== G.k.4.1.10.1: Route of Administration (free text) #2-3 ——>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b”/>
{!-= G.k.4.r.la Dose (number) #2-3 ——>
<!-= G.k.4.r.1b: Dose (unit) #2-3 ——>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{JotNumberText>G. k. 4. r. 7</1otNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #2-3 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<]== G.k.4.71.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-3

<l== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-3 —>
<originalText>G. k.4.r.9. 1<{/originalText>
<!== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-3 ——>
</formCode>
</kind0fProduct>
<{/instanceOfKind>
</consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.
<l=— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number
{!-= G.k.4.1.11.2b: Parent Route of Administration TermID #2-3 ——>
<originalText>G. k. 4.r. 11. 1<{/originalText>

{!-= G.k.4.r.11. 1: Parent Route of Administration (free text) #2-3 ——>
<{/value>
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{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{]=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-4 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
{I-— G.k.4.1.8: Dosage Text #2-4 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
<{!-= G.k.4.r.2: Number of Units in the Interval #2-4 ——>
<{!-= G.k.4.1.3: Definition of the Time Interval Unit #2-4 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
{!-— G.k.4.r.4: Date and Time of Start of Drug #2-4 ——>
</comp>
<{/effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 14”
codeSystemVersion="G. k. 4. r. 10. 2a”>
<]== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-4 ——>
<!== G.k.4.1.10.2b: Route of Administration TermID #2-4 ——>
<originalText>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"/>
<{!-= G.k.4.1. la Dose (number) #2-4 ——>
<!== G.k.4.r.1b: Dose (unit) #2-4 ——>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{IotNumberText>G. k. 4. r. 7</1otNumberText>
<{l—— G.k.4.r.7: Batch / Lot Number #2-4 ——>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.
r.9.2a">
<!——= G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-4

<!== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-4 ——>
<originalText>G. k. 4. 1. 9. 1<{/original Text>
<{!--= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-4 ——>
</formCode>
</kindOfProduct>
</instance0fKind>
<{/consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1.
14” codeSystemVersion="G. k. 4.r.11.2a">
{!-= G.k.4.7.11.2a: Parent Route of Administration TermID Version Date / Number
#2-4 —>
{!-= G.k.4.1r.11.2b: Parent Route of Administration TermID #2-4 —->
<originalText>G. k. 4.r.11. 1<{/original Text>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-4 ——>
</value>
<{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
(== G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.1.8: Dosage Text #2-5 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
<{!== G.k.4.71.2: Number of Units in the Interval #2-5 ——>
{l— G.k.4.1.3: Definition of the Time Interval Unit #2-5 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<{!-= G.k.4.1.5: Date and Time of Last Administration #2-5 ——>
</comp>
<{/effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 14”
codeSystemVersion="G. k. 4. r. 10. 2a”>
<!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-5 ——>
<{!=— G.k.4.71.10.2b: Route of Administration TermID #2-5 ——>
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r.9.2a">

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4.r.11.2a”>

#2-5 —>

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

r.9.2a">

<originalText>G. k. 4. r. 10. 1<{/originalText>
<!-— G.k.4.1.10.1: Route of Administration (free text) #2-5 ——>
{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-— G.k.4.r. la Dose (number) #2-5 ——>
<!-= G.k.4.r.1b: Dose (unit) #2-5 ——>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.71.7: Batch / Lot Number #2-5 ——>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4

{!-= G.k.4.1r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-5

<!-= G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-5 ——>
<originalText>G. k. 4.1.9. 1</originalText>
<!--= G.k.4.71.9. 1: Pharmaceutical Dose Form (free text) #2-5 ——>
{/formCode>
</kindOfProduct>
</instance0fKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
{!-= 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 #2-5 ——>
<originalText>G. k. 4.r. 11. 1<{/original Text>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-5 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{]=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<l G.k.4.r.8: Dosage Text #2-6 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
{I== G.k.4.r.2: Number of Units in the Interval #2-6 ——>
<{!-= G.k.4.1.3: Definition of the Time Interval Unit #2-6 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/>
<{!-= G.k.4.r.6a: Duration of Drug Administration (number) #2-6 ——>
<!-— G.k.4.r.6b: Duration of Drug Administration (unit) #2-6 —>
</comp>
{/effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 14”

<{!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-6 ——>
{!=— G.k.4.1.10.2b: Route of Administration TermID #2-6 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<!== G.k.4.1.10.1: Route of Administration (free text) #2-6 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b”/>
{!-= G.k.4.r.la Dose (number) #2-6 —>
<!-= G.k.4.r.1b: Dose (unit) #2-6 ——>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #2-6 ——>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<]== G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-6

<l== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-6 —>
<originalText>G. k.4.r.9. 1<{/originalText>
<!== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
</formCode>
</kindOfProduct>
<{/instanceOfKind>
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displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4.r.11.2a”>

#2-6 —>

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

r.9.2a">

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4.r.11.2a”>

#2-7 —>

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

</consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
{!-= 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 #2-6 ——>
<originalText>G. k. 4.r.11. 1<{/original Text>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-6 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{]=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
{!-— G.k.4.1.8: Dosage Text #2-7 —>
<effectiveTime xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<]== G.k.4.r.2: Number of Units in the Interval #2-7 —>
<!== G.k.4.1.3: Definition of the Time Interval Unit #2-7 —>
</effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 14”

<!—— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-7 ——>
<!== G.k.4.1.10.2b: Route of Administration TermID #2-7 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<!-—— G.k.4.7.10.1: Route of Administration (free text) #2-7 ——>
{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-- G.k.4.r.la Dose (number) #2-7 ——>
<!-= G.k.4.r.1b: Dose (unit) #2-7 ——>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.71.7: Batch / Lot Number #2-7 ——>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4

{!-= G.k.4.1r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7

<!== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-7 ——>
<originalText>G. k. 4.1.9. 1</original Text>
<!--= G.k.4.1.9. 1: Pharmaceutical Dose Form (free text) #2-7 ——>
{/formCode>
</kindOfProduct>
</instance0fKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
{!-= 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 #2-7 ——>
<originalText>G. k. 4.r. 11. 1<{/original Text>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-7 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{]=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<l G.k.4.r.8: Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
{!— G.k.4.1.4: Date and Time of Start of Drug #2-8 —>
<{/effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 14”

<!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-8 ——>
<{!=— G.k.4.1.10.2b: Route of Administration TermID #2-8 ——>
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r.9.2a">

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4.r.11.2a”>

#2-8 —>

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

r.9.2a">

displayName="parentRouteOfAdministration”/>

14” codeSystemVersion="G. k. 4.r.11.2a">

<originalText>G. k. 4. r. 10. 1<{/originalText>
<!-—— G.k.4.1.10.1: Route of Administration (free text) #2-8 ——>
{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-— G.k.4.r. la Dose (number) #2-8 ——>
<!-= G.k.4.r.1b: Dose (unit) #2-8 ——>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
{!-= G.k.4.71.7: Batch / Lot Number #2-8 ——>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4

<{!-= G.k.4.7r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-8

<]== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-8 ——>
<originalText>G. k. 4.1.9. 1</originalText>
<!--= G.k.4.1.9. 1: Pharmaceutical Dose Form (free text) #2-8 ——>
{/formCode>
</kindOfProduct>
</instance0fKind>
</consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
{!-= 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 #2-8 ——>
<originalText>G. k. 4.r. 11. 1<{/original Text>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-8 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{]=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-9 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<l=— G.k.4.r.8: Dosage Text #2-9 —>
<effectiveTime xsi:type="IVL_TS”>
<high value="20090101"/>
{!=—= G.k.4.1.5: Date and Time of Last Administration #2-9 —>
<{/effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 14”

<!== G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-9 ——>
{!=— G.k.4.1.10.2b: Route of Administration TermID #2-9 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<!== G.k.4.1.10.1: Route of Administration (free text) #2-9 ——>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b”/>
<{!-= G.k.4.1. la Dose (number) #2-9 ——>
<!-= G.k.4.r.1b: Dose (unit) #2-9 ——>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{JotNumberText>G. k. 4. r. 7</1otNumberText>
{!-= G.k.4.r.7: Batch / Lot Number #2-9 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<!—— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-9

<l== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-9 —>
<originalText>G. k.4.r.9. 1<{/originalText>
<!== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-9 ——>
</formCode>
</kind0fProduct>
</instance0fKind>
</consumable>
{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.

<l=— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number
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#2-9 —>

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

r.9.2a">

10 —>

displayName="parentRouteOfAdministration”/>
14”7 codeSystemVersion="G. k. 4.r.11.2a”>

#2-10 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

{!== G.k.4.r.11.2b: Parent Route of Administration TermID #2-9 ——>
<originalText>G. k. 4.r. 11. 1<{/originalText>
<!-= G.k.4.r.11.1: Parent Route of Administration (free text) #2-9 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{]=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<l=— G.k.4.r.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS”>
<width value="4" unit="G.k.4.r.6b"/>
<!-= G.k.4.r.6a: Duration of Drug Administration (number) #2-10 ——>
<!-= G.k.4.r.6b: Duration of Drug Administration (unit) #2-10 ——>
</effectiveTime>
<routeCode code="G. k. 4.r.10.2b” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 14”

<!——= G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-10 ——>
<]== G.k.4.1.10.2b: Route of Administration TermID #2-10 ——>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<{!——= G.k.4.r.10.1: Route of Administration (free text) #2-10 —>
{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!-= G.k.4.r.1la Dose (number) #2-10 —>
<I== G.k.4.r.1b: Dose (unit) #2-10 —->
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<{lotNumberText>G. k. 4. r. 7</lotNumberText>
<!== G.k.4.1.7: Batch / Lot Number #2-10 ——>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4

<{!-= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-

<!== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-10 ——>
<originalText>G. k. 4.1.9. 1</originalText>
<!-— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-10 ——>
{/formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
<{inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
<!-= 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 #2-10 —>
<originalText>G. k. 4.r. 11. 1<{/originalText>
{!-= G.k.4.1.11. 1: Parent Route of Administration (free text) #2-10 —>
<{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM”>
{observation classCode="0BS” moodCode="EVN">
<code code="14" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="PQ” value="10" unit="G.k.5b”/>
<{!-— G.k.ba: Cumulative Dose to First Reaction (number) #2 ——>
<l-= G.k.5b: Cumulative Dose to First Reaction (unit) #2 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"

<value xsi:type="PQ” value="10" unit="G.k.6b"/>
<{l-— G.k.6a: Gestation Period at Time of Exposure (number) #2 ——>
<!-= G.k.6b: Gestation Period at Time of Exposure (unit) #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="recurranceOfReaction”/>
<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.16”
codeSystemVersion="2.0"/>
<!== G.k.9.1.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #l1 ——>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
{id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
</actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="recurranceOfReaction”/>
<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.16”
codeSystemVersion="2.0"/>
<!-= G.k.9.1i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 ——>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220”7 />
<{/actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<{code code="9" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1"
displayName="codedDrugInformation”/>
<value xsi:type="CE” code="G.k.10.1r” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.17"
codeSystemVersion="2.0"/>
<l G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #2-1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="9" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="codedDrugInformation”/>
<value xsi:type="CE” code="G.k.10.r” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.17”
codeSystemVersion="2.0"/>
<!-= G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #2-2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship?2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
<{code code="2" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1.19” codeSystemVersion="1.1"
displayName="additionalInformation”/>
<{value xsi:type="ST”>G. k. 11</value>
<!-= G.k.11: Additional Information on Drug (free text) #2 ——>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<{code code="19" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/>
<value xsi:type="CE” code="G.k.7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=
7G. k. 7.1r.2a">
<!== G.k.7.r.2a: MedDRA Version for Indication #2-1 ——>
{!—— G.k.7.r.2b: Indication (MedDRA code) #2-1 —>
<originalText>G. k. 7. r. 1<{/original Text>
{!—— G.k.7.r.1: Indication as Reported by the Primary Source #2-1 ——>
{/value>
<performer typeCode="PRF”>
{assignedEntity classCode="ASSIGNED”>
<code code="3" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 21” codeSystemVersion="1.0"
displayName="sourceReporter”/>
{/assignedEntity>
</performer>
{/observation>
</inboundRelationship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/>
<value xsi:type="CE” code="G.k.7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=
“G.k.7.r.2a">
<{!-= G.k.7.r.2a: MedDRA Version for Indication #2-2 ——>
(== G.k.7.1.2b: Indication (MedDRA code) #2-2 ——>
<originalText>G. k. 7. r. 1<{/originalText>
{!-—— G.k.7.r.1: Indication as Reported by the Primary Source #2-2 ——>
</value>
<{performer typeCode="PRF”>
<assignedEntity classCode="ASSIGNED”>
<code code="3" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 21” codeSystemVersion="1.0"
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displayName="sourceReporter”/>

=/

JE R />

RHGHRE” />

BHZEAR" />

codeSystemVersion="1.1"/>

BRI OIEF DA />

=/

J HEE />

RGHRE” />

BHZEAR" />

codeSystemVersion="1.1"/>

{/assignedEntity>
{/performer>
<{/observation>
</inboundRelationship>
<inboundRelationship typeCode="CAUS”>
<act classCode="ACT” moodCode="EVN">
<code code="G.k.8” codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 15” codeSystemVersion="2.0"/>
<!—— G.k.8: Action(s) Taken with Drug #2 —>
{/act>
</inboundRelationship>
<{/substanceAdministration>
</component>
</organizer>
<{/subject0f2>
{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1. 11" codeSystemVersion="1.0" displayName="155R DHL

{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2.16. 840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="

<value xsi:type="INT” value="1"/>
<I—- @@@J2.13.r.1: JRHiEE #1 —>
{/observation>
</component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="8" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="

<value xsi:type="ED”>J2.13.r.2</value>
<= @00]2. 13.1.2: XRHEHE #1 —>
{/observation>
</component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="9" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="

<value xsi:type="CE” code="J2.13.1.3” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.7”

<1—- @0@J2.13.1.3: BHFEAA #1 —>
</observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1. 10" codeSystemVersion="1.0" displayName=

<value xsi:type="BL” value="true”/>
<1— 000J2. 13. 1. 4: BHEPOIEFIOAE #1 —>
</observation>
</component>
<{/organizer>
<{/subject0f2>
<subjectOf2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1. 11" codeSystemVersion="1.0" displayName="1R5R DL

{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="

<value xsi:type="INT” value="1"/>
<I-- @@eJ2.13.7.1: JmtiEEK 42 —>
{/observation>
</component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="8" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="

<value xsi:type="ED”>J2.13.1.2</value>
<1 @00]2. 13.1.2: XRHEHE #2 —>
</observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="9” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="

<value xsi:type="CE” code="J2.13.1.3” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.7”
<1-- 00@J2.13.1.3: B #2 —>
</observation>

</component>
<component typeCode="COMP”>
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<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName=
TR DREGI O />
<value xsi:type="BL” value="false”/>
<I-- @@0J2. 13. 7. 41 HIEFOREFOHE 42 ——>
</observation>
</component>
{/organizer>
<{/subject0f2>
</primaryRole>
<{/subject1>
{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
<value xsi:type="CE” code="G.k.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 13” codeSystemVersion="2.0"/>
{!-— G.k. 1: Characterisation of Drug Role Drug #1 —>
<{subject2 typeCode="SUBJ”>
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
</productUseReference>
<{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
<value xsi:type="CE” code="G.k.1” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.13” codeSystemVersion="2.0"/>
{!-— G.k. 1: Characterisation of Drug Role Drug #2 —>
{subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<{id root="68d6f5ce-3b3b-45c7-92dd-69¢06730c3a9” />
</productUseReference>
<{/subject2>
{/causalityAssessment>
</component>
<component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST”>G.k.9.1i.2.r.3</value>
<l== G.k.9.1.2.r.3: Result of Assessment Drug #1, Reaction #1, Assessment #1 ——>
<methodCode>
<originalText>G. k. 9.1i.2.r.2{/originalText>
1= G6.k.9.1.2.1r.2: Method of Assessment Drug #1, Reaction #1, Assessment #1 ——>
</methodCode>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code>
<originalText>G.k.9.1i.2.r. 1<{/originalText>
<I-= G.k.9.i.2.r.1: Source of Assessment Drug #1, Reaction #1, Assessment #l ——>
{/code>
<{/assignedEntity>
</author>
<subjectl typeCode="SUBJ”>
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/adverseEffectReference>
<{/subject1>
<{subject2 typeCode="SUBJ”>
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
</productUseReference>
<{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP”>
<causalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST”>G.k.9.i.2.r.3</value>
<!1-=G.k.9.1i.2.1.3: Result of Assessment Drug #1, Reaction #2, Assessment #l ——>
<methodCode>
<originalText>G.k.9.1i.2.r.2</originalText>
<1=—G.k.9.1.2.r.2: Method of Assessment Drug #1, Reaction #2, Assessment #1 ——>
</methodCode>
<author typeCode="AUT”>
{assignedEntity classCode="ASSIGNED”>
{code>
<originalText>G.k.9.1i.2.r. 1<{/originalText>
<I-= G.k.9.i.2.r.1: Source of Assessment Drug #1, Reaction #2, Assessment #l ——>
{/code>
{/assignedEntity>
</author>
<{subjectl typeCode="SUBJ”>
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<adverseEffectReference classCode="0BS” moodCode="EVN">
{id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220" />
{/adverseEffectReference>
<{/subjectl>
<{subject2 typeCode="SUBJ”>
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
</productUseReference>
<{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST”>G.k.9.1i.2.r.3</value>
<1--G6.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #1 ——>
<methodCode>
<originalText>G. k.9.1i.2.r.2<{/originalText>
<1=—G6.k.9.1.2.r.2: Method of Assessment Drug #2, Reaction #2, Assessment #1 ——>
</methodCode>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code>
<{originalText>G.k.9.1i.2.r. 1<{/originalText>
<I== G.k.9.1.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #l ——>
{/code>
</assignedEntity>
</author>
<subjectl typeCode="SUBJ”>
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220" />
{/adverseEffectReference>
<{/subject1>
{subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45c7-92dd-69¢06730c3a9” />
</productUseReference>
<{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP”>
<causalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST”>G.k.9.i.2.r.3</value>
<1-=G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 ——>
<methodCode>
<originalText>G. k. 9.1i.2.r.2<{/originalText>
<1=—G.k.9.1.2.r.2: Method of Assessment Drug #2, Reaction #2, Assessment #2 ——>
</methodCode>
<author typeCode="AUT”>
{assignedEntity classCode="ASSIGNED”>
{code>
<originalText>G.k.9.1i.2.r.1<{/originalText>
<l== G.k.9.i.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #2 ——>
</code>
<{/assignedEntity>
</author>
<subjectl typeCode="SUBJ”>
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220”" />
<{/adverseEffectReference>
{/subjectl>
<{subject2 typeCode="SUBJ”>
<{productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45c7-92dd-69e06730c3a9” />
</productUseReference>
<{/subject2>
{/causalityAssessment>
</component>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H.2</value>
<!—— H.2: Reporter’s Comments ——>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code code="3" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.21” codeSystemVersion="1.0" displayName="
sourceReporter”/>
{/assignedEntity>
</author>
{/observationEvent>
</component 1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
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<code code="15" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="diagnosis”/>
<value xsi:type="CE” code="H.3.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="H.3.r. 1a”/>
{!== H.3.r.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #1 ——>
<!=—— H.3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #1 —>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 21” codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity>
<{/author>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="diagnosis”/>
<value xsi:type="CE” code="H.3.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="H.3.r. 1a”/>
{!== H.3.r.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #2 ——>
<!-—— H.3.1.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #2 —>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{code code="1" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.21” codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity>
<{/author>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED”>H. 4</value>
<!-= H.4: Sender’s Comments ——>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 21” codeSystemVersion="1.0" displayName="sender”/>
{/assignedEntity>
</author>
{/observationEvent>
</component 1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="A5¢ T IZ%}3 5 =

AR/
<value xsi:type="ED”>J2.7.2</value>
- 000)2.7.2: RETICHTLaA b —>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2.16.840. 1. 113883.3.989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="Js /i > i } FH#
">
<value xsi:type="ED”>J2.9</value>
J-- @0@J2.9: JEYEDOM KA —>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2. 1. 10” codeSystemVersion="1.0" displayName="4%4 Dxfii"/>
<value xsi:type="ED”>J2.10</value>
<l-- @00J2. 10: SO —>
{/observationEvent>
</component 1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3.2. 1. 10" codeSystemVersion="1.0" displayName="% D £ J 1%
">
<value xsi:type="ED”>J2.11</value>
<I-- @00J2.11: ZDOMBEREE —>
{/observationEvent>
</component 1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2.1. 10" codeSystemVersion="1.0" displayName="$PN%Z D% "
/>

<value xsi:type="ED”>J2.16</value>
J-- @0@J2.16: WENKEOER —>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2. 1. 10" codeSystemVersion="1.0" displayName="{§#%1"/>
<value xsi:type="ED”>J2.19</value>
<I-- @00J2.19: fHE1 —>
{/observationEvent>
</component 1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
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<code code="14" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1.3.2. 1. 10” codeSystemVersion="1.0" displayName="{{f#%2"/>
<value xsi:type="ED”>J2.20</value>
<I-- @@0J2.20: f&E2 ——>
{/observationEvent>
</component 1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2. 1. 10" codeSystemVersion="1.0" displayName="{i§#%3"/>
<value xsi:type="ED”>J2.21</value>
<I-- @eej2.21: {53 —>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2. 16.840. 1. 113883.3.989. 5. 1. 3.2.1. 10” codeSystemVersion="1.0" displayName="{{i#&4"/>
<value xsi:type="ED”>J2.22</value>
<|-- @00J2.22: fifE4 —>
{/observationEvent>
</component1>
</adverseEventAssessment>
</component>
<component typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19”7 codeSystemVersion="1.1" displayName="
additionalDocumentsAvailable”/>
<value xsi:type="BL” value="true”/>
{!-= C.1.6.1: Are Additional Documents Available? ——>
{/observationEvent>
</component>
{component typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="23" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
(!=— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
</component>
<component typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="36" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="summaryAndComment”/>
<{value xsi:type="ED” language="H.5.r.1b">H. 5. r. la{/value>
<= H.5.7.1a: Case Summary and Reporter’s Comments Text #1 —>
{!— H.5.r.1b: Case Summary and Reporter’ s Comments Language #l1 ——>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<{code code="2" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.21” codeSystemVersion="1.0" displayName="reporter”/>
{/assignedEntity>
<{/author>
{/observationEvent>
</component>
{component typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="36" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="summaryAndComment”/>
<{value xsi:type="ED” language="H.5.r.1b">H. 5. r. 1a{/value>
<= H.5.7.1a: Case Summary and Reporter’ s Comments Text #2 —>
{!— H.5.r.1b: Case Summary and Reporter’ s Comments Language #2 ——>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<{code code="2" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.21” codeSystemVersion="1.0" displayName="reporter”/>
{/assignedEntity>
<{/author>
</observationEvent>
</component>
<outboundRelationship typeCode="SPRT”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 22” codeSystemVersion="1.0" displayName="initialReport”/>
{subjectOf2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<code code="C.1.8.2” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 3” codeSystemVersion="2.0"/>
{]-= C.1.8.2: First Sender of This Case ——>
</assignedEntity>
<{/author>
{/controlActEvent>
{/subject0f2>
<{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
{subjectOf2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.r” root="2.16.840. 1. 113883.3.989.2.1.3.2"/>
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<]== C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
{/controlActEvent>
{/subject0f2>
<{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlavor="NA"/>
<{subjectOf2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.1” root="2.16.840. 1. 113883. 3. 989.2.1.3.2"/>
(== C.1.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 —>
{/controlActEvent>
{/subject0f2>
<{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
<priorityNumber value="1"/>
<l=—= C.2.1.5: Primary Source for Regulatory Purposes #1 —>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 22” codeSystemVersion="1.0" displayName="sourceReport”/>
<{subjectOf2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<addr>
{streetAddressLine>C. 2. r. 2. 3¢/streetAddressLine>
<|-=C.2.r.2.3: Reporter’s Street #1 -—>
<city>C. 2.1.2.4</city>
<l-= C.2.r.2.4: Reporter’s City #1 ——>
{state>C. 2. r.2.5</state>
<l C.2.1.2.5: Reporter’s State or Province #1 —>
<{postalCode>C. 2. r. 2. 6{/postalCode>
{]-= C.2.1.2.6: Reporter’s Postcode #1 —>
{/addr>
<{telecom value="tel:C.2.v.2.77/>
{]=—=C.2.1.2.7: Reporter’s Telephone #1 —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<prefix>C. 2. r. 1. 1<{/prefix>

{I== C.2.r.1.1: Reporter’s Title #1 —>
<{given>C. 2. 1. 1.2</given>

<!-— C.2.r.1.2: Reporter’s Given Name #1 ——>
<given>C. 2. 1. 1. 3</given>

<l=— C.2.1.1.3: Reporter’s Middle Name #1 —>

{family>C. 2. r. 1. 4</family>
{l==C.2.1.1.4: Reporter’s Family Name #1 ——>
<{/name>
<asQualifiedEntity classCode="QUAL”>
<code code="C.2.1.4” codeSystem="2. 16.840. 1. 113883. 3. 989.2. 1. 1.6” codeSystemVersion="2.0"/>
<!——C.2.r.4: Qualification #1 —>
{/asQualifiedEntity>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.2.1.3” codeSystem="1.0.3166.1.2.2"/>
<l-—— C.2.1.3: Reporter’s Country Code #1 ——>
<{/location>
</asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>C. 2. r. 2. 2</name>
{]== C.2.1.2.2: Reporter’s Department #1 ——>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="ORG” determinerCode="INSTANCE”>
<name>C. 2. r. 2. 1</name>
<l—— C.2.1r.2.1: Reporter’s Organisation #1 —>
<{/representedOrganization>
</assignedEntity>
{/representedOrganization>
</assignedEntity>
<{/author>
{/controlActEvent>
{/subject0f2>
<{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 22” codeSystemVersion="1.0" displayName="sourceReport”/>
{subjectOf2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<addr>
<{streetAddressLine>C. 2. r. 2. 3{/streetAddressLine>
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<l C.2.1.2.3: Reporter’s Street #2 —>
<city>C.2.1.2.4</city>
{]==C.2.1.2.4: Reporter’s City #2 —>
<{state>C. 2. r.2.5{/state>
<l-= C.2.1r.2.5: Reporter’s State or Province #2 ——>
<{postalCode>C. 2. r. 2. 6</postalCode>
<l-= C.2.1r.2.6: Reporter’ s Postcode #2 ——>
{/addr>
{telecom value="tel:C.2.1.2.7"/>
(l-= C.2.1.2.7: Reporter’s Telephone #2 ——>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<prefix>C. 2. 1. 1. 1</prefix>
<= C.2.1.1.1: Reporter’s Title #2 —>
{given>C. 2. r.1.2{/given>
{]-=C.2.1.1.2: Reporter’s Given Name #2 —>
<{given>C.2.r.1.3</given>
{l--C.2.1.1.3: Reporter’s Middle Name #2 ——>
{family>C. 2. r. 1. 4</family>
{l--C.2.r.1.4: Reporter’s Family Name #2 ——>
{/name>
<asQualifiedEntity classCode="QUAL”>
{code code="C.2.1.4” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.6” codeSystemVersion="2.0"/>
<!-= C.2.r.4: Qualification #2 ——>
<{/asQualifiedEntity>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="C.2.r.3” codeSystem="1.0.3166.1.2.27/>
{]==C.2.1.3: Reporter’s Country Code #2 —>
<{/location>
{/asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0ORG” determinerCode="INSTANCE”>
<name>C. 2. r. 2. 2</name>
<l-— C.2.1r.2.2: Reporter’s Department #2 ——>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>C. 2. 1. 2. 1</name>
¢{]==C.2.1.2.1: Reporter’s Organisation #2 —>
<{/representedOrganization>
<{/assignedEntity>
{/representedOrganization>
<{/assignedEntity>
{/author>
{/controlActEvent>
<{/subject0f2>
<{/relatedInvestigation>
</outboundRelationship>
{subjectOf1 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
CassignedEntity classCode="ASSIGNED”>
<code code="C.3.1” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.7” codeSystemVersion="2.0"/>
{l--C.3.1: Sender Type ——>
<addr>
{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
<!-=C.3.4.1: Sender’s Street Address ——>
{city>C.3.4.2</city>
<l-=C.3.4.2: Sender’s City ——>
{state>C. 3. 4. 3¢(/state>
<{!-—— C.3.4.3: Sender’s State or Province ——>
<{postalCode>C. 3. 4. 4<{/postalCode>
<{!-=C.3.4.4: Sender’s Postcode ——>
</addr>
{telecom value="tel:C.3.4.6"/>
<!-= (C.3.4.6: Sender’s Telephone ——>
{telecom value="fax:C.3.4.7"/>
<!--C.3.4.7: Sender’s Fax —>
<{telecom value="mailto:C.3.4.8"/>
<{!--C.3.4.8: Sender’s E-mail Address ——>
<{assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<prefix>C. 3. 3. 2</prefix>
<l— (.3.3.2: Sender’s Title —>
{given>C. 3. 3. 3(/given>
{!--C.3.3.3: Sender’s Given Name ——>
<{given>C. 3. 3. 4<{/given>
{!--C.3.3.4: Sender’s Middle Name ——>
{family>C. 3. 3. 5</family>
{l--(.3.3.5: Sender’s Family Name ——>
</name>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="TNSTANCE”>
<{code code="C.3.4.5” codeSystem="1.0.3166.1.2.2"/>
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<l-—=C.3.4.5: Sender’s Country Code —>
{/location>
</asLocatedEntity>
{/assignedPerson>
<{representedOrganization classCode="0ORG” determinerCode="INSTANCE”>
<name>C. 3. 3. 1</name>
<!-=(.3.3.1: Sender’s Department ——>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0ORG” determinerCode="INSTANCE”>
<name>C. 3. 2</name>
<!-=.3.2: Sender’s Organisation ——>
{/representedOrganization>
</assignedEntity>
</representedOrganization>
{/assignedEntity>
</author>
{primaryInformationRecipient typeCode="PRCP”>
<assignedEntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<{prefix>]J2.18. 2<{/prefix>
I-- 0@0J2.18.2: Zf3#E HEE —>
{family>J2.18. 3</family>
<l-— @00J2.18.3: Z{5H M —>
{given>]J2.18.4</given>
<I— @00J2.18.4: =54 4 —>
</name>
</assignedPerson>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>J2. 18. 1<{/name>
<I-- @eeJ2.18.1: Z{F# #ik4 —
</representedOrganization>
{/assignedEntity>
{/primaryInformationRecipient>
<{/controlActEvent>
{/subjectOf1>
<subjectOf1 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.r.1” extension="C.1.9.1.r.2” root="2.16.840.1.113883.3.989.2.1.3.3"/>
<I—C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #l —>
<I-—C.1.9.1.r.2 Case Identifier(s) #1 ——>
</controlActEvent>
{/subject0f1>
{subjectOf1 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.r.1” extension="C.1.9.1.1.2” root="2.16.840. 1. 113883.3.989.2.1.3.3"/>
(l-—C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #2 ——>
<I—C.1.9.1.r.2 Case Identifier(s) #2 —>
</controlActEvent>
{/subjectOf1>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="ichReportType”/>
<value xsi:type="CE” code="C.1.3” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.2” codeSystemVersion="2.0"/>
{l=— C. 1.3 Type of Report —>
<{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="otherCaselds”/>
<value xsi:type="BL” value="true”/>
{!-= C.1.9.1 Other Case Identifiers in Previous Transmissions ——>
<{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">

{code code="3" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificationAmendmentCode”/

<value xsi:type="CE” code="C.1.11.1” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.5” codeSystemVersion="2.0"/>
¢!-— C.1.11.1: Report Nullification / Amendment ——>
<{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="
nullificationAmendmentReason”/>
<value xsi:type="CE”>
<originalText>C. 1. 11. 2</originalText>
<!-=C.1.11.2: Reason for Nullification / Amendment ——>
<{/value>
<{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
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{code code="1" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.12” codeSystemVersion="1.0" displayName="7kp& 5 (GREHIE) ~/>
<value xsi:type="CE” code="]J2.1a” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.1” codeSystemVersion="1.1"/>
<I-- @@0J2. 1a: FANE S (HBENE) —>
<{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayName="#5{% A" />
<value xsi:type="TS” value="20130107"/>
<l 000J2.2.1: WEERA —>
<{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.12” codeSystemVersion="1.0" displayName="#{5#e% HIZRHT 2% =2 A >
£ />
<value xsi:type="ED”>J2.2.2</value>
<= 000J2.2.2: WERFAICHT 2= A —
<{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayName="HIfiits 7 Z 7" />
<value xsi:type="CE” code="]J2.3” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.2” codeSystemVersion="1.1"/>
- @eej2.3: HiksdHE 7 77 —>
<{/investigationCharacteristic>
{/subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.12” codeSystemVersion="1.0" displayName="$ 5% %47 5 7" />
<value xsi:type="CE” code="J2.8.1” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.6” codeSystemVersion="1.1"/>
- @eej2.8.1: WEXNGHT 77 —>
</investigationCharacteristic>
{/subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.12” codeSystemVersion="1.0" displayName="4$}+5xfGs DHEH"/>
<value xsi:type="ED”>J2.8.2<¢/value>
<1-- 000J2.8.2: Wi*IGHOHE —>
<{/investigationCharacteristic>
{/subject0f2>
<{/investigationEvent>
<{/subject>
{/controlActProcess>
</PORR_IN049016UV>
{!-— Message #1 —>
<]—= Message #2 —>
<!— PORR_IN049016UV ——>
<!-— /PORR_IN049016UV ——>
{]— Message #2 —>
{receiver typeCode="RCV">
{device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.1.4” root="2.16.840.1.113883.3.989.2.1.3.14"/>
<{!== N.1.4: Batch Receiver Identifier ——>
</device>
{/receiver>
<sender typeCode="SND">
<device classCode="DEV” determinerCode="INSTANCE”>
<id extension="N.1.3” root="2.16.840.1.113883.3.989.2.1.3.13"/>
<!-= N.1.3: Batch Sender Identifier ——>
<{/device>
{/sender>
</MCCI_IN200100UV01>
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<{?xml version="1.0"

N\

XMLBIRA 2 A2 VA (RFERS M - AERES D

encoding="UTF-8"7>

<MCCI_IN200100UVO1 ITSVersion="XML_1.0” xsi:schemaLocation="urn:hl7-org:v3 MCCI_IN200100UVO1. xsd” xmlns="urn:hl7-org:v3” xmlns:xsi="http://www.w3. org/
2001/XMLSchema—instance”>

<id extension="N.1.2” root="2.16.840. 1. 113883. 3. 989. 2. 1. 3. 22" />

<!-= N.1.2: Batch Number ——>

{creationTime value="20101214151617"/>

{!-= N.1.5: Date of Batch Transmission ——>

<{responseModeCode code="D"/>

<interactionld extension="MCCI_IN200100UVO1” root="2.16.840. 1. 113883. 1.6"/>

<name code="N. 1

1”7 codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 1” codeSystemVersion="2.0"/>

<I=—— N.1.1: Type of Messages in Batch —>
(- Message #1 —>
<PORR_IN049016UV>
<id extension="N.2.r.1” root="2.16.840. 1. 113883.3.989.2.1.3.1"/>
<= N.2.1.1: Message Identifier —>
{creationTime value="20101214151617"/>
{]=='N.2.71.4: Date of Message Creation ——>
{interactionld extension="PORR_IN049016UV” root="2.16.840. 1. 113883.1.6"/>
{processingCode code="P"/>
<processingModeCode code="T"/>
<acceptAckCode code="AL"/>
{receiver typeCode="RCV”>

{device
<d

classCode="DEV” determinerCode="INSTANCE”>
extension="N. 2.r.3” root="2.16.840. 1. 113883. 3. 989. 2. 1. 3. 12" />

{!== N.2.1.3: Message Receiver Identifier ——>
<{/device>

{/receiver>

<sender typeCode="SND">
{device classCode="DEV” determinerCode="INSTANCE”>
<id extension="N.2.r.2” root="2.16.840. 1. 113883.3.989.2.1.3.11"/>
<= N.2.1.2: Message Sender Identifier —>
<{/device>

</sender>

<controlActProcess classCode="CACT” moodCode="EVN">
<code code="PORR_TE049016UV” codeSystem="2. 16. 840. 1. 113883. 1. 18”/>
<!— HL7 Trigger Event ID ——>
{effectiveTime value="20101214151617"/>
{!-= C.1.2: Date of Creation ——>
{subject typeCode="SUBJ”>
{investigationEvent classCode="INVSTG” moodCode="EVN">

<id extension="C.1.1” root="2.16.840. 1. 113883.3.989.2.1.3.1"/>
{I—— C.1.1: Sender’s (case) Safety Report Unique Identifier —>
<id extension="C.1.8.1” root="2.16.840. 1.113883.3.989.2.1.3.2"/>
¢!=—— C.1.8.1: Worldwide Unique Case Identification Number ——>
<id extension="J2.1b” root="2.16.840.1.113883.3.989.5.1.3.2.3.17/>
<I-- @eej2. 1b: FHEFSL (FEH) —
<{code code="PAT_ADV_EVNT” codeSystem="2. 16. 840. 1. 113883.5.4"/>
{textOH. 1</ text>
<!=—— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information ——>
{statusCode code="active”/>
<--@00J2.7.1 58T, RFETKL -
<effectiveTime>
{low value="20090101"/>
{]—= C.1.4: Date Report Was First Received from Source —>
<{/effectiveTime>
<availabilityTime value="20090101"/>
{!—— C.1.5: Date of Most Recent Information for This Report —>
<reference typeCode="REFR”>
{document classCode="DOC” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 27” codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
<titledC. 1.6, 1.r. 1</title>
<!== C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) #1 —>
<{text mediaType="application/pdf” representation="B64”>C. 1.6. 1.r.2</text>
{!-= C.1.6.1.1.2: Included Documents #1 ——>
</document>
{/reference>
<reference typeCode="REFR”>
{document classCode="DOC” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
<title>C.1.6.1.r.1</title>
<!-= C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #2 ——>
<{text mediaType="image/jpeg” representation="B64” compression="DF”>C.1.6.1.r.2<{/text>
{]-= C.1.6.1.1.2: Included Documents #2 —>
</document>
{/reference>
<reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1iteratureReference”/>
<title>]2.17.r</titled
<1—000J2.17. v B FFEOSHE #1 —>
<{text mediaType="application/pdf” representation="B64”>C. 4. r.2<{/text>
{!-= C.4.r.2: Included Documents #1 ——>
<bibliographicDesignationText>C. 4. r. 1{/bibliographicDesignationText>
{!-= C.4.r.1: Literature Reference(s) #1 ——>



{participation typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="ORG” determinerCode="INSTANCE”>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="]J2.15.r” codeSystem="1.0.3166.1.2.27/>
<l @@eJ2.15. v AKE #1 —>
<{/location>
{/asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
{/participation>
</document>
{/reference>
<reference typeCode="REFR”>
{document classCode="DOC” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1literatureReference”/>
<{title>J2.17.r</title>
<1--000J2. 17. v FRERHFFRONHE #2 ——>
{(text mediaType="application/pdf” representation="B64">C.4.r.2{/text>
{]-= C.4.r.2: Included Documents #2 ——>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
{!=— C.4.7r.1: Literature Reference(s) #2 —>
{participation typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0ORG” determinerCode="INSTANCE”>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="]J2.15.1” codeSystem="1.0.3166.1.2.2"/>
<l @@ej2.15. v AFRE #2 —>
</location>
{/asLocatedEntity>
{/representedOrganization>
<{/assignedEntity>
{/participation>
</document>
{/reference>
<component typeCode="COMP”>
{adverseEventAssessment classCode="TINVSTG” moodCode="EVN">
<{subjectl typeCode="SBJ”>
<primaryRole classCode="INVSB]”>
<playerl classCode="PSN” determinerCode="INSTANCE”>
<{name>D. 1</name>
{I-=D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5” codeSystem="1.0.5218"/>
== D.5 Sex —>
<role classCode="PRS”>
<code code="PRN” codeSystem="2.16.840. 1. 113883.5.111"/>
<associatedPerson classCode="PSN” determinerCode="INSTANCE”>
</associatedPerson>
{subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.20” codeSystemVersion="1.0" displayName="
drugHistory”/>
{/organizer>
{/subject0f2>
{/role>
<{/playerl>
{subjectOf1 typeCode="SBJ”>
{researchStudy classCode="CLNTRL” moodCode="EVN">
<id extension="C.5.3” root="2.16.840. 1. 113883.3.989.2.1.3.57/>
<]—— C.5.3: Sponsor Study Number —>
<{code code="C.5.4” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.8” codeSystemVersion="2.0"/>
{!== C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<{title>C.5.2</title>
{!-= C.5.2: Study Name ——>
<authorization typeCode="AUTH”>
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1” root="2.16.840. 1. 113883. 3.989.2.1.3.6"/>
<l—— C.5.1.r.1: Study Registration Number #1 ——>
<author typeCode="AUT”>
<territorialAuthority classCode="TERR”>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.5.1.1.2” codeSystem="1.0.3166.1.2.2"/>
{]=— C.5.1.1.2: Study Registration Country #1 —>
<{/governingPlace>
</territorialAuthority>
</author>
{/studyRegistration>
</authorization>
<authorization typeCode="AUTH”>
{studyRegistration classCode="ACT” moodCode="EVN">
<{id extension="C.5.1.r.1” root="2.16.840. 1. 113883.3.989.2.1.3.6”"/>
¢l-= C.5.1.r.1 Study Registration Number #2 ——>
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gestationPeriod”/>

<author typeCode="AUT”>
{territorialAuthority classCode="TERR”>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="C.5.1.r.2” codeSystem="1.0.3166.1.2.27/>
{]=— C.5.1.1.2: Study Registration Country #2 —>
<{/governingPlace>
{/territorialAuthority>
{/author>
<{/studyRegistration>
</authorization>
{/researchStudy>
{/subjectOf1>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="age”/>
<value xsi:type="PQ” value="10" unit="D.2.2b"/>
<{1--D.2.2a: Age at Time of Onset of Reaction / Event (number) ——>
<!-=D.2.2b: Age at Time of Onset of Reaction / Event (unit) ——>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
<observation classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="PQ” value="10" unit="D.2.2.1b"/>
<I==D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) ——>
<!-=D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) ——>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<{code code="4" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="ageGroup”/>
<value xsi:type="CE” code="D.2.3” codeSystem="2.16.840. 1.113883.3.989.2.1.1.9” codeSystemVersion="2.0"/>
<!-=D.2.3: Patient Age Group (as per reporter) ——>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="bodyWeight”/

<value xsi:type="PQ” value="48.2" unit="kg”/>
<!--D.3: Body Weight (kg) —>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<code code="17" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="height”/>
<value xsi:type="PQ” value="152" unit="cm”/>
<!==D.4: Height (cm) —>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<code code="17" codeSystem="2.16.840. 1. 113883. 3.989. 5. 1.3.2. 1. 10” displayName="lastMenstrualPeriodDate” />
<value xsi:type="CE” code="J2.28” codeSystemVersion="1.0" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.16" />

<I-- @eej2.28: TIROAME —>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="

relevantMedicallistoryAndConcurrentConditions”/>

displayName="continuing”/>

<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="D.7.1.r.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D.7.1.r.1a”/>
{]=—D.7.1.r.1a: MedDRA Version for Medical History #I —>
{I=—=D.7.1.r.1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 ——>

<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="BL” value="true”/>
<= D.7.1.r.3: Continuing #1 —>
</observation>
</inboundRelationship>
{/observation>
{/component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="D.7.1.1.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D.7.1.r.1a”/>
<!=—D.7.1.r.1a: MedDRA Version for Medical History #2 —>
{I=—=D.7.1.r.1b: Medical history (disease / surgical procedure / etc.) (MedDRA code) #2 ——>
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{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="continuing”/>
<value xsi:type="BL” value="true”/>
<!-=D.7.1.r.3: Continuing #2 ——>
{/observation>
</inboundRelationship>
{/observation>
</component>
<component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<code code="18" codeSystem="2.16. 840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
historyAndConcurrentConditionText”/>
<value xsi:type="ED”>D.7.2</value>
<!-—D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /
event) ——>
{/observation>
</component>
{/organizer>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="drugHistory”
/>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>D. 8. r. 1</name>
<l-==D.8.r.1: Name of Drug as Reported #I ——>
</kindOfProduct>
<{/instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE” code="D.8.r.7b” codeSystem="2. 16.840. 1. 113883.6. 163" codeSystemVersion="
D.8.r.7a"/>
<{!— D.8.r.7a: MedDRA Version for Reaction #1 —>
¢{!-— D.8.r.7b: Reaction (MedDRA code) #1 ——>
</observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{consumable typeCode="CSM”>
{instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>D. 8. r. 1</name>
¢!——D.8.r.1: Name of Drug as Reported #2 —>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE” code="D.8.r.7b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.r.7a"/>
<!-=D.8.r.7a: MedDRA Version for Reaction #2 ——>
<!—D.8.r.7b: Reaction (MedDRA code) #2 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
{/component>
{/organizer>
<{/subject0f2>
{subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
{id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
<code code="29" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19”7 codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<(!-= E.i.4: Date of Start of Reaction / Event #1 ——>
<high value="20090102"/>
{l-= E.i.5: Date of End of Reaction / Event #1 ——>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a”>
{]== E.i.2.1a: MedDRA Version for Reaction / Event #1 ——>
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{!-—— E.i.2.1b: Reaction / Event (MedDRA code) #1 ——>
<originalText>E. i. 1. la{/originalText>
¢{!— E.i.1.1la: Reaction / Event as Reported by the Primary Source in Native Language #1 —>
</value>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0”/>
<!-— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #1 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2.16.840. 1. 113883. 3. 989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName=
“HRIN - BER />
<value xsi:type="CE” code="]J2.26.1i” codeSystemVersion="1.0" codeSystem="2.16.840. 1. 113883. 3.989.5. 1. 3.
2.1.147 />
<I-- @00J2.26.1 EEME #1 —>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4ebc-93e9-5b860b314220" />
<code code="29" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
<{!-— E.i.4: Date of Start of Reaction / Event #2 ——>

<{/effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1la”>
<{!-= E.i.2.1a: MedDRA Version for Reaction / Event #2 ——>
{!-—— E.i.2.1b: Reaction / Event (MedDRA code) #2 ——>
<originalText>E. i. 1. la{/originalText>
¢!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
</value>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<{value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0”/>
<!-—= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #2 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2.16.840. 1. 113883. 3. 989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName=
TR - BRI/ >
<value xsi:type="CE” code="]J2.26.1i” codeSystemVersion="1.0" codeSystem="2.16.840. 1. 113883. 3.989.5. 1. 3.
2.1.14” />
<I-- @00J2.26.1 EEME #2 —>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="3a8626ch-9f1b-4ea8-8a0f-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”>
<high value="20101201"/>
<{!-— E.i.5: Date of End of Reaction / Event #3 ——>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a”>
<{!-— E.i.2.1a: MedDRA Version for Reaction / Event #3 ——>
{!-= E.i.2.1b: Reaction / Event (MedDRA code) #3 ——>
<originalText>E. i. 1. l1a{/originalText>
¢!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 ——>
</value>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome” />
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
07/>
{!-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 ——>
{/observation>
</outboundRelationship2>



{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415f4f8a5"/>
<{code code="29" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="reaction”/>

<{effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="IVL_TS”>
<low value="20090101"/>
(!-—— E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
{!-= E.i.5: Date of End of Reaction / Event #4 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
</comp>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a”>
<{!-— E.i.2.1a: MedDRA Version for Reaction / Event #4 ——>
¢(!-— E.i.2.1b: Reaction / Event (MedDRA code) #4 ——>
<originalText>E. i. 1. 1a{/originalText>
<{!-— E.i.1.1la: Reaction / Event as Reported by the Primary Source in Native Language #4 ——>
</value>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome” />
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0"/>
{!-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 ——>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd” />
<code code="29" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

<{effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
{!—— E.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a”>
<{!-— E.i.2.1a: MedDRA Version for Reaction / Event #5 ——>
<{!-= E.i.2.1b: Reaction / Event (MedDRA code) #5 ——>
<originalText>E. i. 1. l1a{/originalText>
¢!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #5 ——>
</value>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome” />
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0"/>
{!-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 ——>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f" />
<code code="29" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS”>
<high value="20090101"/>
<{!-— E.i.4: Date of Start of Reaction / Event #6 ——>
{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a”>
<{!-— E.i.2.1a: MedDRA Version for Reaction / Event #6 ——>
{!-= E.i.2.1b: Reaction / Event (MedDRA code) #6 ——>
<originalText>E. i. 1. l1a{/originalText>
¢!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #6 ——>
</value>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome” />
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0”/>
{!-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 ——>
{/observation>
</outboundRelationship2>



{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
{observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb-cel4bc279d8e”/>
<{code code="29" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="reaction”/>

<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a”>
<{!-— E.i.2.1a: MedDRA Version for Reaction / Event #7 ——>
{!-= E.i.2.1b: Reaction / Event (MedDRA code) #7 ——>
<originalText>E. i. 1. 1a{/originalText>
¢!-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #7 ——>
</value>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome” />
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
07/>
{!-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 ——>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443¢0" />
<code code="29" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="IVL_TS”>
{low value="20090101"/>
{!-= E.i.4: Date of Start of Reaction / Event #8 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="201012017/>
{l-= E.i.5: Date of End of Reaction / Event #8 ——>
</comp>
<{/effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b” codeSystem="2.16.840. 1. 113883.6. 163" codeSystemVersion="E.i.2.1a”>
{!-= E.i.2.1a: MedDRA Version for Reaction / Event #8 ——>
<!— E.i.2.1b: Reaction / Event (MedDRA code) #8 ——>
<originalText>E. i. 1. la{/originalText>
{l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
</value>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2
0”/>
<!-— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 ——>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="4" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="
drugInformation”/>
{!== G.k Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<kindOfProduct 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="2.16.840. 1. 113883.3.989.5.1.3.2.1.13”
codeSystemVersion="1.0" />
<{l-- @0@J2. 24. k BULELFEA] #1 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1” root="2.16.840. 1. 113883.3.989.2.1.3.4"/>
<{l=— G.k.3.1: Authorisation / Application Number #I —>
<holder typeCode="HLD”>
<role classCode="HLD">
<playingOrganization classCode="0RG” determinerCode="INSTANCE”>
<{name>G. k. 3. 3</name>
<l== G.k.3.3: Name of Holder / Applicant #1 ——>
<{/playingOrganization>
{/role>



<{/holder>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR”>
{territory classCode="NAT” determinerCode="INSTANCE”>
<code code="G.k.3.2” codeSystem="1.0.3166.1.2.2"/>
{!-— G.k.3.2: Country of Authorisation / Application #1 ——>
<{/territory>
{/territorialAuthority>
</author>
</approval>
<{/subjectOf>
<subjectOf typeCode="SBJ">
{characteristic classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10”
codeSystemVersion="1. 0" displayName="3§7Z 3 5% DR ILIX 5y />
<value xsi:type="CE” code="]J2.4.k” codeSystem="2.16.840. 1. 113883. 3.989.5. 1.3
2.1.3” codeSystemVersion="1.1"/>
<= 0@0J2. 4. k: HEIMFEORIX Sy #1 —>
{/characteristic>
{/subjectOf>
</asManufacturedProduct>
<{asNamedEntity>
<name xml:lang="ja”>J2.23. k</name>
|- @00]2.23. k FFr #1 —>
{assigningTerritory>
<code code="JP” codeSystem="1.0.3166.1.2.2" />
<{/assigningTerritory>
</asNamedEntity>
{ingredient classCode="ACTI”>
{quantity>
<{numerator/>
<{denominator value="1"/>
{/quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<{name>G. k. 2. 3. r. 1</name>
<= G.k.2.3.1.1: Substance / Specified Substance Name #1-1 —>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="]J2.25.k.r” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.17”
codeSystemVersion="1.0" />
<{I-- @0@J2. 25. k. v ARSI DX Sy #1-1 —>
{/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>
<l-= G.k.2.3.1.1: Substance / Specified Substance Name #1-2 ——>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="]J2.25.k.r” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.17"
codeSystemVersion="1.0" />
<l-- @00J2.25. k. r AT DXSy #1-2 —>
{/generalizedMaterialKind>
<{/asSpecializedKind>
{/ingredientSubstance>
</ingredient>
</kind0fProduct>
{/instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="COMP”>
<l=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-1 —>
<{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!—— G.k.4.r.8: Dosage Text #l1-1 —>
{effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS">
<{period value="10" unit="G.k.4.r.3"/>
{!-= G.k.4.r.2: Number of Units in the Interval #1-1 ——>
<!== G.k.4.r.3: Definition of the Time Interval Unit #1-1 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<{low value="20090101"/>
{!-= G.k.4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/>
<l-= G.k.4.r.5: Date and Time of Last Administration #1-1 —>
</comp>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
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<originalText>G. k. 4. r. 10. 1<{/originalText>
¢(l-—= G.k.4.r.10.1: Route of Administration (free text) #1-1 ——>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.r. la Dose (number) #1-1 ——>
<l G.k.4.r.1b: Dose (unit) #1-1 ——>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
<l=— G.k.4.r.8: Dosage Text #1-2 —>
{effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<{!-= G.k.4.r.2: Number of Units in the Interval #1-2 ——>
<!== G.k.4.1.3: Definition of the Time Interval Unit #1-2 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<{low value="20090101"/>
<!-= G.k.4.r.4: Date and Time of Start of Drug #1-2 ——>
<high value="20090101"/>
<!== G.k.4.1.5: Date and Time of Last Administration #1-2 ——>
</comp>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</original Text>
<!-= G.k.4.r.10.1: Route of Administration (free text) #1-2 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-— G.k.4.r. la Dose (number) #1-2 —>
<!-= G.k.4.r.1b: Dose (unit) #1-2 ——>
<{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
<!== G.k.4.r.2: Number of Units in the Interval #1-3 ——>
<l== G.k.4.r.3: Definition of the Time Interval Unit #1-3 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
<= G.k.4.r.4: Date and Time of Start of Drug #1-3 —>
</comp>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</originalText>
<{!=— G.k.4.1.10.1: Route of Administration (free text) #1-3 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!—— G.k.4.r.1a Dose (number) #1-3 —>
<{l-= G.k.4.r.1b: Dose (unit) #1-3 ——>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l=—= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-4 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!—— G.k.4.r.8: Dosage Text #1-4 —>
<effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<{!-= G.k.4.r.2: Number of Units in the Interval #1-4 ——>
<!== G.k.4.1.3: Definition of the Time Interval Unit #1-4 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<{!-= G.k.4.r.5: Date and Time of Last Administration #1-4 ——>
</comp>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</original Text>
<{l-— G.k.4.r.10.1: Route of Administration (free text) #1-4 ——>
</routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-= G.k.4.r.1a Dose (number) #1-4 ——>
{l— G.k.4.r.1b: Dose (unit) #1-4 ——>
</substanceAdministration>
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displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{!== G.k.4.1r: Dosage and Relevant Information (repeat as necessary) #1-5 —>
<{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
{!—— G.k.4.r.8: Dosage Text #1-5 —>
CeffectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="IVL_TS”>
<low value="20090101"/>
<= G.k.4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
<{!-= G.k.4.r.5: Date and Time of Last Administration #1-5 ——>
</comp>
{comp xsi:type="IVL_TS” operator="A">
</comp>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. 1. 10. 1</original Text>
<!-= G.k.4.r.10.1: Route of Administration (free text) #1-5 ——>
<{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-— G.k.4.r. la Dose (number) #1-5 —>
<= G.k.4.r.1b: Dose (unit) #1-5 —>
<{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-6 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
<l== G.k.4.r.8: Dosage Text #1-6 —>
CeffectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k.4.r.3"/>
<l=—= G.k.4.r.2: Number of Units in the Interval #1-6 —>
{!-= G.k.4.1.3: Definition of the Time Interval Unit #1-6 ——>
</comp>
{comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
{!—— G.k.4.1.4: Date and Time of Start of Drug #1-6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<{!-= G.k.4.r.5: Date and Time of Last Administration #1-6 ——>
</comp>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</original Text>
<(l-— G.k.4.r.10.1: Route of Administration (free text) #1-6 ——>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-= G.k.4.r.1a Dose (number) #1-1 ——>
{l— G.k.4.r.1b: Dose (unit) #1-1 ——>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-7 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8¢/text>
<l=— G.k.4.r.8: Dosage Text #1-7 —>
{effectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="IVL_TS”>
<low value="20090101"/>
<!-= G.k.4.r.4: Date and Time of Start of Drug #1-7 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<!== G.k.4.r.5: Date and Time of Last Administration #1-7 —>
</comp>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</originalText>
<{!=— G.k.4.1.10.1: Route of Administration (free text) #1-7 —>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.r. la Dose (number) #1-7 ——>
<!-= G.k.4.r.1b: Dose (unit) #1-7 ——>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.19” codeSystemVersion="1.1"

<{value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.16”
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</ob
</outbou
<outboun
<obs

displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

</ob

</outbou

</substanceA
</component>

<{!== G.k Drug(s)

<component typeC

{substanceAd

<id root

{consumal

{ins

codeSystemVersion="1.0" />

codeSystemVersion="1. 0" displayName="3§7[Z % % DARILIX Sy />

2.1.3” codeSystemVersion="1.1"/>

<{l-= G.k.9.1.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #1 —->
<outboundRelationshipl typeCode="REFR”>

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

<id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />

{/actReference>
</outboundRelationshipl>
servation>
ndRelationship2>
dRelationship2 typeCode="PERT”>
ervation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.16”

<= G.k.9.1.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #2 ——>
<outboundRelationshipl typeCode="REFR”>

<actReference classCode="0BS” moodCode="EVN">

<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220" />

{/actReference>
</outboundRelationshipl>
servation>
ndRelationship2>
dministration>

Information (repeat as necessary) #2 ——>

ode="COMP”>

ministration classCode="SBADM” moodCode="EVN">

="68d6f5ce~3b3b-45c7-92dd-69e06730c3a9” />

ble typeCode="CSM”>

tanceOfKind classCode="INST”>

<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 2</name>
<{]== G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 ——>
{formCode code="]2.24.k” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2. 1. 13"

<{I-- @0@J2. 24. k BLELFEA] #2 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1” root="2.16.840. 1. 113883.3.989.2.1.3.4"/>
<{l=— G.k.3.1: Authorisation / Application Number #2 —>
<holder typeCode="HLD”>
<role classCode="HLD">
<playingOrganization classCode="0RG” determinerCode="INSTANCE”>
<{name>G. k. 3. 3</name>
{l=— G.k.3.3: Name of Holder / Applicant #2 —>
<{/playingOrganization>
{/role>
</holder>
<author typeCode="AUT”>
{(territorialAuthority classCode="TERR”>
<{territory classCode="NAT” determinerCode="INSTANCE”>
{code code="G.k.3.2” codeSystem="1.0.3166.1.2.27/>
<{]=— G.k.3.2: Country of Authorisation / Application #2 —>
{/territory>
{/territorialAuthority>
</author>
</approval>
</subject0f>
<{subjectOf typeCode="SBJ”>
{characteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10”

<value xsi:type="CE” code="J2.4.k” codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3.

<I-- @@0J2. 4. k: FEILFEORBLKSy #2 -
{/characteristic>
</subjectOf>
{/asManufacturedProduct>
<asNamedEntity>
<name xml:lang="ja”>J2.23. k</name>
<l— @0@J2.23. k EF #2 —>
<assigningTerritory>
<code code="JP” codeSystem="1.0.3166.1.2.2" />
</assigningTerritory>
</asNamedEntity>
{ingredient classCode="ACTI”>
<{quantity>
<numerator/>
<denominator value="1"/>
<{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1</name>
<l-= G.k.2.3.71.1: Substance / Specified Substance Name #2-1 ——>
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<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="]J2.25.k.r” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.17”
codeSystemVersion="1.0" />
<{I-- @@@J2. 25. k. v ARSI DX Sy #H2-1 —>
<{/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>
<l-= G.k.2.3.1.1: Substance / Specified Substance Name #2-2 ——>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND”>
<code code="]J2.25.k.r” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.17"
codeSystemVersion="1.0" />
<l-- @00J2.25.k.r AT DXSy #2-2 —>
{/generalizedMaterialKind>
<{/asSpecializedKind>
{/ingredientSubstance>
<{/ingredient>
</kindOfProduct>
</instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="COMP”>
<= G.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
{!—— G.k.4.r.8: Dosage Text #2-1 —>
CeffectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
{!-— G.k.4.r.4: Date and Time of Start of Drug #2-1 ——>
<high value="20090101"/>
{l— G.k.4.1.5: Date and Time of Last Administration #2-1 ——>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</original Text>
<(l-—= G.k.4.1.10.1: Route of Administration (free text) #2-1 ——>
<{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.r. la Dose (number) #2-1 ——>
{l— G.k.4.r.1b: Dose (unit) #2-1 ——>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-2 ——>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8¢/text>
<l=— G.k.4.r.8: Dosage Text #2-2 —>
{effectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
{!=— G.k.4.r.4: Date and Time of Start of Drug #2-2 —>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</original Text>
<{l-— G.k.4.r.10.1: Route of Administration (free text) #2-2 ——>
<{/routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-= G.k.4.r.1a Dose (number) #2-2 ——>
(= G.k.4.r.1b: Dose (unit) #2-2 ——>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{l-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-3 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8¢/text>
<l— G.k.4.r.8: Dosage Text #2-3 —>
{effectiveTime xsi:type="IVL_TS”>
<high value="20090101"/>
{!-= G.k.4.1.5: Date and Time of Last Administration #2-3 ——>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</original Text>
¢(l-—= G.k.4.r.10.1: Route of Administration (free text) #2-3 ——>
</routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-= G.k.4.r.1a Dose (number) #2-3 ——>
(= G.k.4.r.1b: Dose (unit) #2-3 ——>
</substanceAdministration>
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{!=— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-4 —>
<{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #2-4 —>
CeffectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<period value="10" unit="G.k.4.r.3"/>
<!== G.k.4.r.2: Number of Units in the Interval #2-4 ——>
<!== G.k.4.1.3: Definition of the Time Interval Unit #2-4 ——>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<= G.k.4.r.4: Date and Time of Start of Drug #2-4 —>
</comp>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1<{/originalText>
¢{l-— G.k.4.1.10.1: Route of Administration (free text) #2-4 ——>
<{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-= G.k.4.r. la Dose (number) #2-4 ——>
{l— G.k.4.r.1b: Dose (unit) #2-4 ——>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l=— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
<l=— G.k.4.r.8: Dosage Text #2-5 —>
{effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<{!-= G.k.4.r.2: Number of Units in the Interval #2-5 ——>
<!== G.k.4.1.3: Definition of the Time Interval Unit #2-5 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<l-= G.k.4.r.5: Date and Time of Last Administration #2-5 ——>
</comp>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4.r. 10. 1</original Text>
<!-= G.k.4.r.10.1: Route of Administration (free text) #2-5 ——>
</routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-= G.k.4.r.1a Dose (number) #2-5 ——>
<{!=—= G.k.4.r.1b: Dose (unit) #2-5 —>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-6 ——>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<{text>G. k. 4. r. 8</text>
<{l== G.k.4.r.8: Dosage Text #2-6 —>
{effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS”>
<period value="10" unit="G.k.4.r.3"/>
<l=—= G.k.4.r.2: Number of Units in the Interval #2-6 —>
{!-= G.k.4.1.3: Definition of the Time Interval Unit #2-6 ——>
</comp>
{comp xsi:type="IVL_TS” operator="A">
</comp>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. 1. 10. 1</original Text>
<!-= G.k.4.r.10.1: Route of Administration (free text) #2-6 ——>
</routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-— G.k.4.r. la Dose (number) #2-6 —>
<= G.k.4.r.1b: Dose (unit) #2-6 —>
<{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!-= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-7 ——>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
<l== G.k.4.r.8: Dosage Text #2-7 —>
CeffectiveTime xsi:type="PIVL_TS”>
<{period value="10" unit="G.k.4.r.3"/>
<{!-= G.k.4.r.2: Number of Units in the Interval #2-7 —->
{l— G.k.4.1.3: Definition of the Time Interval Unit #2-7 ——>
<{/effectiveTime>
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<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</originalText>
<!-= G.k.4.r.10.1: Route of Administration (free text) #2-7 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!=— G.k.4.r. la Dose (number) #2-7 —>
<{!== G.k.4.r. 1b: Dose (unit) #2-7 ——>
<{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{!=— G.k.4.1r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
{!-— G.k.4.r.8: Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS”>
<{low value="20090101"/>
<{]== G.k.4.r.4: Date and Time of Start of Drug #2-8 ——>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</originalText>
<!-= G.k.4.r.10.1: Route of Administration (free text) #2-8 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!—— G.k.4.r.1a Dose (number) #2-8 —>
<{!-= G.k.4.r. 1b: Dose (unit) #2-8 ——>
<{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{!=— G.k.4.1r: Dosage and Relevant Information (repeat as necessary) #2-9 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
{!—— G.k.4.r.8: Dosage Text #2-9 —>
<effectiveTime xsi:type="IVL_TS”>
<high value="20090101"/>
<{!-= G.k.4.1.5: Date and Time of Last Administration #2-9 ——>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</originalText>
<!-= G.k.4.r.10.1: Route of Administration (free text) #2-9 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!—— G.k.4.r.1a Dose (number) #2-9 —>
<{!-= G.k.4.r. 1b: Dose (unit) #2-9 ——>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{!=— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
{!—— G.k.4.r.8: Dosage Text #2-10 —>
CeffectiveTime xsi:type="IVL_TS”>
<{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1</original Text>
<!-= G.k.4.r.10.1: Route of Administration (free text) #2-10 —>
</routeCode>
<{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!-— G.k.4.r. 1la Dose (number) #2-10 —>
<I== G.k.4.r.1b: Dose (unit) #2-10 ——>
<{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="recurranceOfReaction”/>
<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.16”
codeSystemVersion="2.0"/>
<{!-= G.k.9.1.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 ——>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f" />
{/actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="recurranceOfReaction”/>
<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2.16.840.1.113883.3.989.2.1.1.16”
codeSystemVersion="2.0"/>
<!-= G.k.9.1.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #2 ——>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
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<id root="2baa28d6-c9e8-4ebc-93e9-5b860b314220” />
{/actReference>
</outboundRelationshipl>
</observation>
</outboundRelationship2>
{/substanceAdministration>
{/component>
{/organizer>
<{/subject0f2>
</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” codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
<value xsi:type="CE” code="G.k.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 13” codeSystemVersion="2.0"/>
<l-= G.k.1: Characterisation of Drug Role Drug #1 ——>
{subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed” />
</productUseReference>
{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
{code code="20" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
<value xsi:type="CE” code="G.k.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 13” codeSystemVersion="2.0"/>
<l-= G.k.1: Characterisation of Drug Role Drug #2 ——>
{subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b-45c7-92dd-69e06730c3a9” />
</productUseReference>
{/subject2>
{/causalityAssessment>
</component>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 2</value>
<!-— H.2: Reporter’ s Comments ——>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<{code code="3" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.21” codeSystemVersion="1.0" displayName="

sourceReporter”/>
{/assignedEntity>
</author>
{/observationEvent>
</component 1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.19” codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 4</value>
<!-= H.4: Sender’s Comments ——>
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<{code code="1" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.21” codeSystemVersion="1.0" displayName="sender”/>
{/assignedEntity>
<{/author>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="3" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName=" KR35 [ IZxI¥ % =
AN/
<value xsi:type="ED">J2.7.2</value>
<-- @00)2.7.2: RFETITHT DI AL >
</observationEvent>
</component1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="5" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3.2. 1. 10” codeSystemVersion="1.0" displayName="41% Dxfii"/>
<value xsi:type="ED”>]J2.10</value>
<I-- @@0J2.10: S HDOXIIE ——>
</observationEvent>
</component1>
<{componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="% ODfth 2 & H1g%
"/

<value xsi:type="ED”>J2.11</value>
= @eej2.11: ZDfBEHEEE —>

{/observationEvent>
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</component 1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.10” codeSystemVersion="1.0" displayName="$R45NZ D 5"
/>
<value xsi:type="ED”>J2.16</value>
<l-- @0@J2. 16: WEWNEDHL ——>
<{/observationEvent>
</component 1>
{/adverseEventAssessment>
</component>
<component typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
additionalDocumentsAvailable”/>
<value xsi:type="BL” value="true”/>
{!-= C.1.6.1: Are Additional Documents Available? ——>
{/observationEvent>
</component>
<component typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<{code code="23" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
{!== C.1.7: Does This Case 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” codeSystemVersion="1.0" displayName="initialReport”/>
<{subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<code code="C.1.8.2” codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.3” codeSystemVersion="2.0"/>
<!-= C.1.8.2: First Sender of This Case —>
{/assignedEntity>
</author>
<{/controlActEvent>
</subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<{subjectOf2 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.r” root="2.16.840. 1. 113883.3.989.2.1.3.2"/>
¢!=—— C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 ——>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlavor="NA"/>
<{subject0f2 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.1” root="2.16.840. 1. 113883. 3. 989.2. 1. 3.2"/>
<!=— C.1.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 —>
</controlActEvent>
<{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 22” codeSystemVersion="1.0" displayName="sourceReport”/>
<{subject0f2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<asldentifiedEntity classCode="IDENT”>
<code code="]J2.27.1” codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 15” codeSystemVersion="1.0" />
- @0@J2.27.v HATZZ 7 #1-—>
<{/asldentifiedEntity>
<asldentifiedEntity classCode="IDENT”>
<code code="J2.29.1” codeSystem="2. 16.840. 1. 113883. 3.989.5.1.3.2.1.9” codeSystemVersion="1.0"/>
<l-- 000J2.29.r THRATIT #1 —>
{/asIdentifiedEntity>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="TNSTANCE”>
<{code code="C.2.1.3” codeSystem="1.0.3166.1.2.2"/>
<l-= C.2.r.3: Reporter’s Country Code #1 ——>
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{/location>
{/asLocatedEntity>
</assignedPerson>
{/assignedEntity>
</author>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 22” codeSystemVersion="1.0" displayName="sourceReport”/>
<{subjectOf2 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<asldentifiedEntity classCode="IDENT”>
{code code="]2.27.r” codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.15” codeSystemVersion="1.0" />
<l @00J2.27.vr A7 77 #2-->
<{/asldentifiedEntity>
<asldentifiedEntity classCode="IDENT”>
<code code="]J2.29.1” codeSystem="2. 16.840. 1. 113883. 3. 989.5.1.3.2.1.9” codeSystemVersion="1.0"/>
<l— 000J2.29. r THHATFIT #2 —>
</asIdentifiedEntity>
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.2.71.3” codeSystem="1.0.3166.1.2.27/>
<l-= C.2.r.3: Reporter’s Country Code #2 ——>
{/location>
{/asLocatedEntity>
</assignedPerson>
{/assignedEntity>
<{/author>
</controlActEvent>
<{/subject0f2>
<{/relatedInvestigation>
</outboundRelationship>
<{subjectOf1 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<code code="C.3.1” codeSystem="2. 16.840. 1. 113883. 3.989.2.1.1.7” codeSystemVersion="2.0"/>
¢!—— C.3.1: Sender Type —>
<addr>
{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
<{l——C.3.4.1: Sender’s Street Address —>
<city>C. 3. 4. 2¢/city>
{]-=C.3.4.2: Sender’s City —>
{state>C. 3. 4. 3{/state>
{!--C.3.4.3: Sender’s State or Province ——>
<{postalCode>C. 3. 4. 4</postalCode>
{l-=C.3.4.4: Sender’ s Postcode ——>
</addr>
<{telecom value="tel:C.3.4.6”7/>
¢l-=C.3.4.6: Sender’s Telephone —>
<{telecom value="fax:C.3.4.77/>
{I--C.3.4.7: Sender’s Fax ——>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<prefix>C. 3. 3. 2</prefix>
<!--C.3.3.2: Sender’s Title —>
<{given>C. 3. 3. 3</given>
{I--C.3.3.3: Sender’s Given Name ——>
<{given>C. 3. 3. 4<{/given>
<{!--C.3.3.4: Sender’s Middle Name ——>
<{family>C. 3. 3.5</family>
<l--C.3.3.5: Sender’s Family Name ——>
{/name>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.3.4.5” codeSystem="1.0.3166.1.2.2"/>
<= (.3.4.5: Sender’s Country Code ——>
<{/location>
{/asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0ORG” determinerCode="INSTANCE”>
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>C. 3. 2</name>
<{!-=(.3.2: Sender’ s Organisation ——>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
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{/assignedEntity>
{/author>
<{primaryInformationRecipient typeCode="PRCP”>
{assignedEntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<{name>
<{prefix>J2. 18. 2</prefix>
<I-- @00J2.18.2: ZfFH HHEZ —
<{family>J2. 18. 3</family>
d-- @e@j2.18.3: ZEH Ik —>
<{given>]J2. 18. 4<{/given>
- @00j2.18.4: Zfa4 4 —
</name>
{/assignedPerson>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>J2. 18. 1<{/name>
<I-- @eej2.18.1: ZEH Mkt —
{/representedOrganization>
{/assignedEntity>
{/primaryInformationRecipient>
<{/controlActEvent>
<{/subjectOf1>
{subjectOf1 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.r.1” extension="C.1.9.1.r.2” root="2.16.840.1.113883.3.989.2.1.3.3"/>
{I—C.1.9.1.1. 1: Source(s) of the Case Identifier (repeat as necessary) #1 ——>
<J-=C.1.9.1.1.2 Case Identifier(s) #1 —>
{/controlActEvent>
<{/subjectOf1>
{subjectOf1 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.r.1” extension="C.1.9.1.r.2” root="2.16.840. 1. 113883. 3. 989.2.1.3.3"/>
{!-=C.1.9.1.1.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
<)== C.1.9.1.1.2 Case Identifier(s) #2 —>
{/controlActEvent>
</subjectOf1>
<{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="1ichReportType”/>
<value xsi:type="CE” code="C.1.3” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 2” codeSystemVersion="2.0"/>
<!-=C.1.3 Type of Report —>
{/investigationCharacteristic>
<{/subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="otherCaselds”/>
<value xsi:type="BL” value="true”/>
{!-=C.1.9.1 Other Case Identifiers in Previous Transmissions —>
{/investigationCharacteristic>
<{/subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<{code code="3" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="nullificationAmendmentCode”/

<value xsi:type="CE” code="C.1.11.1” codeSystem="2.16.840. 1.113883.3.989.2.1.1.5” codeSystemVersion="2.0"/>
<{l-= C.1.11.1: Report Nullification / Amendment ——>
{/investigationCharacteristic>
<{/subject0f2>
{subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="
nullificationAmendmentReason”/>
<value xsi:type="CE”>
<originalText>C. 1. 11. 2<{/originalText>
<!== C.1.11.2: Reason for Nullification / Amendment ——>
{/value>
{/investigationCharacteristic>
<{/subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3.2. 1. 12” codeSystemVersion="1.0" displayName="3BIFE 5 (@534 />
<value xsi:type="CE” code="J2.1a” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.1” codeSystemVersion="1.1"/>
<I-- @eej2. 1a: FHIF S (REHE) —
{/investigationCharacteristic>
</subject0f2>
<{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3.989.5.1.3.2. 1. 12" codeSystemVersion="1.0" displayName="4Rk:5H5H A" />
<value xsi:type="TS” value="20130107"/>
<-- @00J2.2.1: WERARA —
</investigationCharacteristic>
<{/subject0f2>
<{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
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<code code="3" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayName="$#f+5 5 NI+ 5= X
/>
<value xsi:type="ED”>J2.2.2</value>
- @00]J2.2.2: WHEERAAICETIa A —>
{/investigationCharacteristic>
<{/subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayName="$j+5%f %475 7" />
<value xsi:type="CE” code="J2.8.1” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.6" codeSystemVersion="1.1"/>
<1— 000J2.8.1: WERGSHT Z 7 —>
{/investigationCharacteristic>
</subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<{code code="6" codeSystem="2.16.840. 1. 113883. 3.989. 5. 1. 3.2. 1. 12" codeSystemVersion="1.0" displayName="#5*xIZ4DHH"/>
{value xsi:type="ED">]J2.8.2</value>
<l—— @@0J2.8.2: WERIGHNOEHE —>
<{/investigationCharacteristic>
<{/subject0f2>
<{/investigationEvent>
{/subject>
</controlActProcess>
</PORR_IN049016UV>
(== Message #1 —>
<!-— Message #2 —>
<]-- PORR_IN049016UV ——>
<!==/PORR_IN049016UV ——>
<{!-— Message #2 —>
{receiver typeCode="RCV”>
{device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.1.4” root="2.16.840.1.113883.3.989.2.1.3.14"/>
{!-= N.1.4: Batch Receiver Identifier ——>
<{/device>
{/receiver>
<sender typeCode="SND”>
{device classCode="DEV” determinerCode="TNSTANCE”>
<id extension="N.1.3” root="2.16.840. 1. 113883.3.989.2.1.3.13"/>
<l— N.1.3: Batch Sender Identifier —>
<{/device>
</sender>
</MCCT_IN200100UVO1>
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode='INVSTG'[@moodCode="EVN'l/subjectOf2[@typeCode='"SUBJ'][inve
stigationCharacteristic/code[@code="1"l[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'1[1]/investigationCharacteristic[@classCode="OBS'| [@mood Code="EVN'
Ivaluel@xsiitype='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1'/@code

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

(codeSystem | org:v3

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

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

SystemVersion
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN'/id[@root='2.16.840.1.113883.3.989.5.
1.3.2.3.1'/[1]/@extension

J2.2.1 WEEFH
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EED)

XPath

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

org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/subjectOf2[@typeCode='SUBJ'][inve
stigationCharacteristic/code[@code="2"l[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'1[1]/investigationCharacteristic[@classCode="OBS'| [@mood Code="EVN'
I/valuel@xsi:type="TS'l/@value
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/subjectOf2[@typeCode='SUBJ'][inve
stigationCharacteristic/code[@code='3"l[{@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'][1]/investigationCharacteristic[@classCode="OBS'] [@mood Code="EVN'

Ivaluel@xsi:type="ED'l/text()
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PP 1=RpiFH

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemalLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess|@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/subjectOf2[@typeCode="SUBJ'][inve
stigationCharacteristic/code[@code='4"l[{@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'][1]/investigationCharacteristic[@classCode="OBS'] [@mood Code="EVN'
Ivaluel@xsiitype='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2'l/@code

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

(codeSystem | org:v3

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

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

codeSystemVersion
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XPath

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

XPath
(codeSystem

Version)

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

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'|[1]/instanceOfKind[@classCode="INST']/kind Of Product[@classCode="MM
AT'l[@determinerCode="KIND'l/asManufacturedProduct(@classCode=MANU"l/su
bjectOf[@typeCode='SBd'l[approvall[1]/approval[@classCode='"CNTRCT'l [@mood
Code="EVN'l/pertinentInformation[@typeCode="PERT'|[1]/policy[@classCode="PO
LICY'l[@moodCode="EVN'l/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
4'l/@code

XPath
(codeSystem

Version)

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

org:v3

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

0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'|[1]/instanceOfKind[@classCode="INST']/kind OfProduct[@classCode="MM




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

(value)

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST'l/subjectOf[@type Code='"SBJ'l/obse
rvationEvent[code[@code=21[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
l1{1][@classCode="OBS'l[@mood Code="EVN'l/value[@xsi:type='"CE'l[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'l/@code

XPath
(null

flavor)

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

org:v3

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

0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][1]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'][1)/instanceOfKind[@classCode="INST'l/subjectOf[@typeCode='"SBJ'l/obse




rvationEvent[code[@code="2"][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
l1{1][@classCode="OBS'l[@mood Code="EVN'l/value[@xsi:type='"CE'l[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'l/@nullFlavor

XPath
(codeSystem

Version)

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l[@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST'l/subjectOf[@typeCode='"SBJ'l/obse
rvationEvent[code[@code=21[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"
l1{1][@classCode="OBS'l[@mood Code="EVN'l/value[@xsi:type='"CE'l[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@codeSystem Version

J2.7.1 =T

. RETRS

HH W

RSOV T, RS T e TS DK 2R T

RLHT A

WETNSHFHOPENTE T LT RWEERIE, RETHREL L THRETLII L, 72
B THERISHTZREREZ AT LG EI3 S TR THE & LTHET 5, HL7
RV ERSNIZa—FEHWTRE#ET L Z L,

HL7 =— K 10A

active=R5E |

completed=75¢

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

J2.7.2 RETICETB AL b

HABY | RoE TG OHE I, RIE TG OBE 275~ 7,
RLHOTIE | el

7—24% | 10000AN

FFPAHE B




XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
3'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l11[1]/observationEvent[@c
lassCode="OBS'l[@moodCode="EVN'l/valuel@xsi:type="ED"l/text()

J2.8.1 WMENBHNT TV

TH H A RIVE FTE B SR GESE B S 1T 3B T i RS OB E D% & I Fes T
Do

RLETTE ZUTHGEOH TI=E5o) 252 L,

T — 4 1N

PP 1= kTG4t

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

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

(codeSystem | org:v3

Version) MCCI_IN200100UV01.xsd'[/PORR_IN049016UV|[rl/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/subjectOf2[@typeCode='SUBJ'] [inve
stigationCharacteristic/code[@code='5"l[{@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'][1]/investigationCharacteristic[@classCode="OBS'] [@mood Code="EVN'
Ivaluel@xsiitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'l/@
codeSystemVersion

J2.8.2 WERNRHNDHEH

TH H A Bl E FE A S RGESE B3R A 12 38 T sE R 0B S 217 5 S A 12l
EXGINTH LB 2R T 5,

RUHUT A oL

T — xR 10000AN

PP H HFCak




XPath

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

J2.9 RYYE O KHE

TH H JERYGESER S OB A1, Ak 24 4 3 A 6 AT ERAFE 0306 554 55848 = 32 0

R TR RAE R D BMEFETA RT A ) O—HBIEIZ DWW T) DORIE
[ AN AR D WMBEAETA R4 2 ICL D RENTERENR ZLET D,

RLEUT A 7L

T — & Al 10000AN

FFAE H I EeEk

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode='INVSTG'[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
4'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l11[1]/observationEvent[@c
lassCode="OBS'l[@moodCode="EVN'l/valuel@xsi:type="ED"l/text()

J2.10 5% D%t

TH H i LR ORIWER B3 285 H ORI D S ILE & 5RO IEIZ OV TREHEL
ERAR

RLA T A L

Vol i 10000AN

FFAE H HRCH




XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo
0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
5'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l11[1]/observationEvent[@c
lassCode="OBS'l[@moodCode="EVN'l/valuel@xsi:type="ED"l/text()

J2.11 ZODMSERIESE

TH H FOMSBE LI D FIEAFLHEHT b,

RLEUT A 7L

T — & Al 10000AN

FFAE H I EeEk

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

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

0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
6'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l11[1]/observationEvent[@c
lassCode="OBS'l[@moodCode="EVN'l/valuel@xsi:type="ED"l/text()

J2.12 RBRROREE

TH H A TRBRET R 5 TR L TV 2 £ 2 REDOTRBR it 5 & R T,

RLER A IBERETEEE A2 L TR WA IRBRERGIEE RS L TW DB a— R
LT D 2 &

7= T0AN

A H FHECHEL

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

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

0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E

10




VN'l/component[@typeCode="COMP'] [substanceAdministration/id]/substanceAd
ministration[@classCode="SBADM'l[@mood Code="EVN'|[consumable/instanceOf
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTe
xt][1]/consumable[@typeCode='CSM'l[1]/instanceOfKind[@classCode="INST']/kin
dOfProduct|@classCode="MMAT'] [@determinerCode="KIND']/asSpecializedKind|[
@classCode='"GEN'][1]/generalizedMaterialKind[@classCode="MAT'] [@determiner
Code="KIND'l/code/original Text/text()

J2.13.r.1 &

HiEEK

HH W

B8R Z LIS, e 2 BB oirBRE b e & o Ja Hn 2 T 5,

RLA T A

TEEREFHEEAIEH L TW WA, e+ 52 L,

T 4l

2N

FFAE

B

XPath

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll [r]/organizer[@classCode='"CATEGORY'l [@mood Code
='"EVN'l/component[@typeCode='"COMP']/observation[@classCode='"OBS'l [@mood
Code="EVN'l[code[@code="T'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
ll/ivaluel@xsi:type='INT'l/@value

J2.13.r.2 X%t

SR

TH H i

R T LT, B DB ORBEHEEE ISR S L TO D RRE L L#T 5,

AL A

IEBRETH R N E 21N L TS5 AT, iz B2 2 &8 TE 5, IGBGEHHE
i%i&eﬁd LT RWEEITIE, IRBREM A F ISR L TS RIRBLE# T 5 2

o [Al—DinE it +ﬁif%ﬁékﬁfﬁg%xfg%kﬁ‘éia/\i 7 v~ TRY) > TRia
ﬁ—é — &o

F— 47

1000AN

FFAE

H R

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode='INVSTG'[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'] [@mo

11




odCode="EVN'l/subject1[@typeCode="SBJ']|[1]/primaryRole[@classCode="TNVSBJ'
l/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll[r]/organizer[@classCode='"CATEGORY'l[@moodCode
='"EVN'l/component[@typeCode="COMP']/observation[@classCode="OBS'l [@mood
Code='"EVN'l[code[@code="8'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
ll/valuel@xsi:type="ED'l/text(

J2.13.r.3 BHZEAH

HH W

T 72 2 W OIR BRG] fE FH SR S TV D BRI 2 7R,

RLA T A

F 7 AR O VR E R EA RN L CWAEAICIL., Bl EER T A 2 LN TX
5o RBREEEEAZIZH L TOZARWEASIZIT, BIH5 L@t a— NMEz@iR LT
T oz &,

1IN

HIHE 5 Z

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll [r]/organizer[@classCode='"CATEGORY'l [@mood Code
='"EVN'l/component[@typeCode='"COMP']/observation[@classCode='"OBS'l [@mood
Code="EVN'l[code[@code='9'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
1valuel@xsi:type='CE][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7]/@cod

e

XPath
(codeSystem

Version)

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll [r]/organizer[@classCode='"CATEGORY'l [@mood Code
='"EVN'l/component[@typeCode='"COMP']/observation[@classCode='"OBS'l [@mood
Code="EVN'l[code[@code='9'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
1valuel@xsitype='CE][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7]/@cod
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eSystemVersion

J2.18.r.4 HIHKFP DIEF| DA

TH H &

S D VBRI B O A O AT IR

RLHT A

o — RfETIL72 < Boolean TiZM4E N W DHLA1L true=F 1 & . W2 WA 1 [false=
) ZEIRT 52 &,

F— 47

Boolean 10A

FFAE

true=4
false=1&

XPath

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode="TNVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll [r]/organizer[@classCode='"CATEGORY'l [@moodCode
='"EVN'l/component[@typeCode='"COMP']/observation[@classCode='"OBS'l [@mood
Code="EVN'l[code[@code="10"l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1
0'll/valuel@xsi:type='BL'l/@value

J2.14.1

HRA -

BEF0

HH W

AEAX, E2BHA O Ei.2.1b fHEH " AEFFHE (MedDRA =2— R) ERH#SIT 5
NTWAHR=o, BWERZEZ LTk - BEamEft5345 2 &,

YRS IZBWTHRESROEEEHD 1 SOGE, BWEHFEICOWT, PRITE 20
GaidoRm, TRITE 258138 & AT 2, BEZREIZB W TIREX G OP g3
WD D5 E81E, AEBEEZZEME T 5,

FREROFIENTERWES, RN 1 SOBAETH> THEEOBEATH->Th,
J2.14.1 1TZEME L, J2.11 122 TOREEEDO R - BEAICBET 2 15HmAE AT 5,
RIVER & O T HIPEIZ DWW T, #EERD PRI T dH 2 58 1S3 O TR BRI 2
M BRBRER LA ORI S T B B AT B O BRI Ra i L7 SCEN S T
BTEDNEAWT DL, B, THMEOHIBIREET, A@apliio (8. ZTofth
DOIRBRBIEREHREICERE L TOEEFHE] © (1) 25528,

RLA T A

a— NMEHER L TRl 2 2 &,

F—

1IN

FFAE

1=K
2=REHN
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
odCode="EVN'l/subject1[@typeCode="SBJ']|[1]/primaryRole[@classCode="TNVSBJ'
I/subjectOf2[@typeCode='"SBJ']l [observation[id][code[@code="29'l[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'l1][i]/observation[@classCode="OBS'] [@mood Code=
'EVN'l/outboundRelationship2[@typeCode="PERT'l [observation/code[@code="11'][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'][1]/observation[@classCode=
'OBS'l[@moodCode="EVN'l/value[@xsi:type='CE'l[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.8'/@code

XPath
(codeSystem

Version)

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

J2.15.r AFE

HH W WFIEHRE K OSMEFFEHR S ICR VT, AEICBWTHENER AR SN TV D5E,
INRIE 2 7Y,
RLA T A E = — R i) = — Fa@R L TRl 5 2 &,

MRS D& WA SCE B EOpTE UL, URERG T OEZE#T5 Z &,
£, SEHFERE OSE ., HEEZIToEEZRLET D 2 &,

HEBREICBWT, BEEORGIY R X > TR—DOIFEN R ESNZHGE. 1 DOH
HELTHE L TELIXARY, ZOBRIIIIREXEZ 1 FHICEH L, #0012
MLT, 2F&BURICEOMORARE LT D Z &,

%A, F—OFEPME TR INTZHEITIE, BEAREIZO W TEBINRET 2, £
DERIZIE, mIlEEE O®RICHT TUZBMEEORKRE 2 LT 5 2 &, Y%l D
ARENERD D5 EFTHVELERAT D Z &,
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B, FEOHENENERRLGEE. HRE LT 5L,

>y

2A

FFAE

ISO 3166-1 7/v7 7-2 DE=— K, EU

XPath

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

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

J2.16

HBENBEDER

HH W

WFFEHh S K O EFEEHR S 2BV T TS SO3sNE I B 1 D E oM (H.1) |
\ZRCH LN EBEOE S A2 KB ITRT,

RLA T A

SR IC BV TIE, BRIRRER AFEDGE 2L, BT A > (s . k15,
LERg kTR, EIRMEOLTR, BETHBENOH DLV A7 250 Trtd L, FEERR
Bk WFROS AL, B ST DO R, 1n vivo,/ In vitro Dl Z & 6O TRi# 7
HZk,

SMEFFEHRE (2B WL, HhE L U E ik, Sif m4 ., BEOMEE (6 -
PR SUIAE - HEOEE, FH EoEEoksT, i - @A - loeodik, 8o
Bl - BEHE, JRERO Fllr, AR OZeEOMIE) . HEONE (A LoEE
DBGETOHLAITZYHAL bR T L2 L) 200 itk T2 &,

i

ey

500AN

FFAE

H R

XPath

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

J2.17r B MEDLIE

TH H &

WHoeE D% e, THRRRER, F5E) U3 DERRRUER H5E] DRl ZR~d,
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RLHT A

L

>y

1IN

FFAE

1=ffREABR F5E
2=FEERIREABR e

XPath

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'|[1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/reference[@typeCode="REFR'l[docu
ment/code[@code="2"l[@codeSystem='2.16.840.1.113883.3.989.2.1.1.27'll[r]/docum
ent[@classCode="DOC'][@mood Code="EVN']/title/text()

J2.18.1 ={&

EZp it 2

HH W

RLA T A

ICSR DEAGEHE OfEfk4 2T,
MSEATECE N S dh E ST ST & fidli T 2,

1

100AN

FAE

ENECEE 2

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/subjectOf1[@typeCode="'SUBJ'][cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode='"CAC
T'l[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP'l/assign
edEntity[@classCode='"ASSIGNED'|/representedOrganization[@classCode="ORG']
[@determinerCode="INSTANCE'l/name/text()

J2.18.2 ={3

F

TH H i

ICSR DZEHEDEEE 2R,

AL A

MR EREHT D,

F— 47

100AN

AR

H HRCH

XPath

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/subjectOf1[@typeCode="SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1]/controlAct Event[@classCode="CAC
T'|[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntityl@classCode="ASSIGNED'|/assignedPerson[@classCode='"PSN'l [@determ
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inerCode='INSTANCE'l/name/prefix[1]/text(

J2.18.3 Z[EHELE

TH H 7 ICSR OZAFH D% 7”7,

R A BAEOHFEROMEZTHEHT 5,

T — & Al 100AN

FFAE H HEeEk

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/subjectOf1[@typeCode="SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1]/controlAct Event[@classCode="CAC
T'|[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntityl@classCode="ASSIGNED'|/assignedPerson[@classCode='"PSN'l (@determ
inerCode='INSTANCE'l/name/family[1]/text(

J2.18.4 XEfFEA

TH H A ICSR DEZAFHE D4 & T,

RLHT VA WO EROL Z LT 5,

7= 100AN

A H FHECHEL

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

MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/subjectOf1[@typeCode="'SUBJ'] [cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode='"CAC
T'l[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntity[@classCode='"ASSIGNED'|/assignedPerson[@classCode="PSN'l[@determ
inerCode="INSTANCE'l/name/given[1]/text()

J2.19 fE#& 1

TH H 7B T A H
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T — & Al 10000AN

FFAE H I EeEk

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV|rl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'|[1]/investigationEvent
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[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
13'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]][1]/observationEvent[@
classCode="0BS'l[@moodCode='"EVN'l/valuel@xsi:type='"ED'l/text()

J2.20 f&% 2

TH H A Tl H

RURUT A 2L

T — 10000AN

FFAE H HEC#

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

J2.21 fk% 3

TH H T E H

RLETTE 7L

T — & Al 10000AN

PP EREEREE 7

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

J2.22 &% 4

TH H A T H

RURUT A oL

T — xR 10000AN

FFAE H HEe#
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode='INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo
0dCode="EVN'l/component1[@typeCode='COMP'][observationEvent[code[@code="'
16'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]][1]/observationEvent[@
classCode="0BS'l[@moodCode='"EVN'l/valuel@xsi:type='"ED'l/text()

J2.23k B

TH H A = HEE A b dn VR s e OMEE SR RIVE SRS IS W T, EER M DO B2 R,

RLER A BB OB E FTLRT D,

T—5 M 100AN

PP H H FCak

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

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

0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'|[1]/instanceOfKind[@classCode="INST']/kind Of Product[@classCode="MM

AT'l[@determinerCode="KIND'l/asNamedEntity[1]/name[@xml:lang="ja'l[1]/text()

J2.24k HAFER

TH H 7B = HEERS i RIE T R S OMEAE S RIVE R & 12 T BB Ol 2 7R,

RLEUT A PREERL L Z &AL S KV R o AR 2 08I L CREHET D,

T — 4 3AN

FFAE HIRE 5 M

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

MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode='INVSTG'[@moodCode="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'] [@mo
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odCode="EVN'l/subject1[@typeCode="SBJ']|[1]/primaryRole[@classCode="TNVSBJ'
I/subjectOf2[@typeCode='"SBJ'][organizer/code[@code='4'l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer[@classCode='"CATEGORY'l[@moodCode="E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id] [k]/substanceA
dministration[@classCode="SBADM'|[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="TNST']/kind OfProduct[@classCode="MM
AT'l[@determinerCode="KIND'|/formCode[@codeSystem='2.16.840.1.113883.3.989
:5.1.3.2.1.131[1)/@code

J2.25.kr ARODXL
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KA S EIE RS . fbBE S RIE R . BE SRS
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RLA T A

279 E2B IHH O G.k.2.3.1.1 /R ER T4 & O CRidi 35, G.k.2.3.r.1 [ZFCH
LT3N, BRIICRE 4 T 28 13ARTEE 2 T1=F%5r) & L, B2k
SLIANCEE ST A BIIARTER 2 [2=F DMy 452 &,

i

ey
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[nl/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='"CATEGORY'l [@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@moodCode="EVN'l/consumable[@typeCode
='CSM'|[1]/instanceOfKind[@classCode="INST']/kind Of Product[@classCode="MM
AT'l[@determinerCode="KIND'l/ingredient[@classCode="ACTI'l[r]/ingredientSubs
tance[@classCode="MMAT'] [@determinerCode="KIND'l/asSpecializedKind[@class
Code='GEN'|[1]/generalizedMaterialKind[@classCode="MAT'l [@determinerCode="'
KIND'l/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.17'l/@code

J2.26.1
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RLHT A

V3 E2BIEA® Eil.la RIEGECRE SN, B—RERFEIZ X 0 85 S 7-RITE
A/ HEHEL I EL2.1b BWEH/FEHS MedDRA =2— R) L0 CiedEi+ 5,
E.il.1a XiZ Ei.2.1b |[Cid L7-BIWERICOWT, EEMZRIHKS L 0 8R L Catd
TAHZ L,
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7=y

2N

FFAE

N5 M

XPath

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

org:v3

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

0dCode='"EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode='SBd'l[observation[id]l[code[@code="29'l[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'l11[il/observation[@classCode='OBS'l [@mood Code=
'EVN'l/outboundRelationship2[@typeCode="PERT'] [observation/code[@code="11'][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'l][1]/observation[@classCode=
'OBS'l[@moodCode="EVN']/valuel@xsi:type='"CE'l[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.14'l/@code

J2.27.r

Hfto 57

HH W

= HER A EIE S L O EIER SRS BV T B —HA T B XUIRFTHRA T
H DR & R~T,

RLA T A

W3 J2.29.r [FHRATIC & OFETREHi T 5, J2.29.r Ti#EIR L72FERATILH, H—#
ATFHIZET25A81F. NI=F—WAFTH] & L. KFERATHIZET AL 2=
WA ATH] Zitd#d 52 &,

57—

1IN

AR

HIHE 5 Z

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/outboundRelationship[@typeCode="
SPRT'][relatedInvestigation/code[@code="2'l [@codeSystem='2.16.840.1.113883.3.9
89.2.1.1.22'l1[r]/relatedInvestigation[@classCode="INVSTG'l [@mood Code="EVN'l/
subjectOf2[@typeCode='SUBJ'l/controlAct Event[@classCode='CACT'] [@mood Cod
e='"EVN'/author[@typeCode="AUT'|/assigned Entity[@classCode="ASSIGNED']/as
signedPerson[@classCode="PSN'l[@determinerCode="INSTANCE'//asIdentifiedE
ntityl@classCode='IDENT'][1]/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.
2.1.15'/@code

J2.28 EHROFE

TH H i

= BB i il 1@%$&¢&Uﬂz*ﬂ'ﬁnﬁl TERHREIZB N T, BEDIEROFHEZRT,

RLHT A
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T — 5l 1IN

PP B 5 2B

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/control ActProcess[@classCod
e='CACT'l[@moodCode="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN'l/subject1[@typeCode='SBdJ'l[1]/primaryRole[@classCode="TNVSBJ'
1/subjectOf2[@typeCode='"SBJ'l[observation/code[@code="17'][@codeSystem='2.16.
840.1.113883.3.989.5.1.3.2.1.10'1[1]/observation[@classCode="OBS'l[@mood Code=
'EVNivaluel@xsitype='CE][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.16'
1[1)/@code

J2.29.r EWMAFT
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r}/controlActProcess[@classCod
e='"CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/outboundRelationship[@typeCode="

SPRT'][relatedInvestigation/code[@code="2'l [@codeSystem='2.16.840.1.113883.3.9
89.2.1.1.22'l1[r]/relatedInvestigation[@classCode="INVSTG'l [@mood Code="EVN'l/
subjectOf2[@typeCode='SUBJ'l/controlAct Event[@classCode='CACT'] [@mood Cod
e='"EVN'/author[@typeCode="AUT'|/assigned Entity[@classCode="ASSIGNED']/as
signedPerson[@classCode="PSN'l[@determinerCode="INSTANCE'//asIdentifiedE

ntityl@classCode='IDENT'][2]/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.

2.1.9'l/@codeSystemVersion
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