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SZe CGEHICH PIFLM) #E 5 SDO H:[FEIJF K tAr#E. 1SO. HL7. CEN. CDISC i
IHTSDO LA K& FH AR Z 2 (TC) Mg RS B AL IR i ARG H L F A . P
FECE, 3513 Fr @ AR TS ShsiE, SEmE R 282 MRy S .
Mk, ik SDO #H —IUERA B, 8 I R (SRR P R A B AR P 22 5 . EL S AN AT RE
P AR RO ARAE I ) . A I E BRI E R AT i e (JIC) T, HbfA
A7 SDO FIRE A L. XA I7EA Y TEd 25 SDO. MRHEAH FAAFIN AT bR AE xS &4
7] FBCR ) B — fe b . XFF ICH, 5 SDO A /EFI B FhrUETF R I WE R, BERES, 7~
A AR R R BURAE AR, X TSEIA4E K H G5 — iR R E T,

2.2 ICSRpRAEAEER ARV il E

ICH 5T ICSR #5#Ef) 1ISO #1438 LAETH #¢ %5 4 1SO 27953, [ifif5T 2008 4 2 H
PV NERSEWIT H o 4 BR&FE I 5 18 Bl B B 10 45 /A0 B0 16 H T A8 B ok B 3 BB o 20 4
ICSR #rifE 2 7E SDO AL FHIF=4), LA & M E RS BE 2 &K

ISO 27953 3T 1SO #i LYET H 2 % N545 (2G4 k- Mol 22 4 AR 5 1 5 /0 A i s
J6Z) + HL7 ICSR JitAs 1 #JuArdEAl HL7 ICSR A 2 il AriEE R (DSTU) *f A& A
G EAEIVERAT TS . ICSRIRHEZ ) T I1ISO AP EPRbrdEE . EFrbrifi i g
AhaAE brARE (1S) TP RRE I E . ZAnEH SO T 2011 45 11 KA.

23  (EEMENTER

HL7 fiAs 3 (V3) {5 BARSIARAE R AE HLT BT AE SV FEl Y (0 B A GRS S A A
Mo 1SO KA HL7 AR5 MEB SRR FE LR, IR A A B bR E . A SR R A AR 2
ISO/HL7 21731: 2006 £Ef# (5 2 %- HLT A 3 -2 5 BER-A 1, SEITA HL7 V3
RIFERAERE BEARRNZ TR, HL7 Z5ES2HRE (RIM) 52 HL7 V3 15, 214
Fre HL7 (5 BB EAEIA . RIM € SCTHRFE B 00 N Pras B A2, JIF BERHE 1250 m
5 R AR SCRRVCE B 3B . HL7 V3 G BT R G A BB MG TR . HL7 %
AR (7 ] e S SR AR, T BT IR R R @ R ANE B A, HL7 V3
FERET XML giidifik. ST EEZ KT HL7 V3 KI5, 152 L Andrew Hinchley
“TRRIRA 3: HL7 JRA 3 Boy7 HIBVEARIE-RITERRATT” o ISO/HLT 27953-2 hriEd ST AE
HL7 ICSR #rtfEhi A 3 (B HL7 ICSR R3) [2&4ili . HL7 ICSR R3 #rifE &2 T HL7 V3 |
S SERSY )

3A[F S HLY Wik http: //www.hl7.org i
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ICSR FRAEHEZELL “ISO/HL7 27953-1: 2011 4E4d (e B -2 Wy s v (1) M1 22 4 1k
] (ICSR) -3 135y AR FARGHELL” NI AT, KRFAY). RITHM. B4,
Aot ARG RN FEF S BB . ICH E2B (R3) {5 Rbrk A EE A 3T 1ISO/HL7 27953-
2 b, ZARiESZ ISOMHLY 27953-1 413, 242t RF ICH E2B (R3) i n Rk L T1&
“ICH 747 MibriE. REZ “ICH F4” MtsiE, (&M T4 ICH E2B (R3) s/t rg

0 IR 7 A5 S R 2 A g X AL 45 22451 . ISO/HLT7 27953-2 ket & 5 ICH BRAGE
zmaaem@f@ A EAE R . A% ISO/HL7 27953-2 MITEA{E B, #EE% 1SO
W3k http:  //www.iso.org/iso/home/store.htm Zrif] .

24 BT ICSRINEI T

2.4.1 9177 ZFrEAL I T ICSR X #

ACH: ICSR IE%?’UT(%F%%?%é, MR HE A ARBERE . BEAh, A3 ICSR HIAH A
i H LR AR S R, W T IRAREE ST, e BT R aR e eI T
WEHBTE B AL, BEN IS e tEldE, DUEXS ICSR #— AL B M . XIS
AT MBI EWVFrTREA AL BT RIEERAL A G (HCP) AIVH 235 £ 18 Al 4a 57 i LAt
H B R IR DE

AN GE— btk & DO M 8 8 5 IX 2 B A A 22 P SR (30 P9 At R fE B
ALHSAS, PRI B I . SRZ Gl RE4s A ER R T ICSR (1 — EPA% 205 R Ak
gt (b E A RESURD BER T bR vEEAS B T A ARG T “ LA™ T H . Gt RIARHEIL KA B

T KRG e B B R AT AR, IR AR MR R R MR R (. BT R, A
B FR 1A 54T ML IR AE SR R E — N B g ArifE, AR il A .

2.4.2 HFi ICSR ifa &5 LI K H FHESEHITE %

NT ZHEICH E2B 59, ICH M2 B TAEA T 2001 45 2 ARAR T “/Mol e ik
B AL 55 BEAYE (ICH ICSR DTD A 2.1) , w&RA 2.37 o i), #EF| HL7 A
EDIFACT (3L, Az s 8 k8D 175 BAr el & T Aror R m TAE,
ICH %+ SGML (hrti@ FARICIE S, 1SO 8879: 1986) 1F {5 BALMRAEALIN E ik, X
JEK N SGML A5 BAT B i sz brbritt . SGML B 37 Hr ICH HulX T i I 218 = P4V 4E

R, 3T SGML 1) DTD (SCissRAE 30 ik e AN i 2 i T %
IE, AL ER S i AE BAREROE T XML 280, BT,

2.4.2.1 }RiciE S

PRI ARG E S (SGML) F 1988 S Ik HihR, 1EN—/> ISO trifE (1ISO 8879) ,

4 “Co-existence of Traditional EDI with XML-EDI” . Skip Stein. Management Systems Consulting, Inc.,
http: //'www.msc-inc.net/
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B AR IR T SR I SE AT N 2, HAIAE B IR AL 55 S 2 [A) EAT 00 B L SO A 4
(FER%) « HAF N eXtensibleMarkup &5 (XML f3EAtE, XML Eb SGML Hfaj 8, {HAHSR
s& SGML A F 1384y -

SGML ZER &5 M4 ST 250 5] IR R B SRS 262858 L (DTD) « DTD 72 H T-a g
IR TR SGML 28 XML I L E.. i 52, DTD a2 SGML 5 XML SC4F o 75 B )5
% OrE. B SRARRL) o —HAE T DTD, HFHETZDTID S 1730, Wnlk
ZCAFS DTD #HATHREE, IXARZ NIGIUE . WS84 DTD S a1 I, MRz SCA- R
B

i SGML/XML ST AFi& DTD R E, ST TE K

DTD 485 1 55 AT 45k A% . XML Et SGML B R 3E, XML iRy “#g =t
RAF” BRI —— 2 XML FIEATTCAT “IEvE” R, HEIFASA TR AR e R
P C R SR M5 H DTD. XML 4%t DTD 5263 & 284 (Schema) . XML ZE#)
SCHFBINT B MR, JF BAERR A% UE - B RE .

— M S, DTD AR N T 3R BOCAR SR G E . XML Z8H) il & 2o e
5% DTD mllmf—Digkblod, FERNEILLCTHAJTm: EEMGH . XML 7262
“BEERT , Tofl AT RBITHAR . HAh, XML SRRz ARG, X
SE A HAE S P S FH I AL 58

XML {575 — AN s A2 Unicode 7EFTA XML @b a4 HrldE o B T sl i) —Le5) SME i,
KZH SGML fif##fr #5 A 3 FF Unicode’.  Unicode AR FAFHEAE “ME—” RS (—/M4
T oo B, RS AF R, MR O/ AR, FRERERD 58 B AR
IR R EEL, 40 web BB a8 Ab B g . @XM T, 1H S R N B 2 XML 8,

2.4.2.2 HFRAHIML B

ICH &+ XML Z2#y 547 ICSR iy, ROVIXHE G G iA BIHUH H 1. XML BA fHHEA
LAV HaTBUH T8 AT B TAEAE S = XML ATHT 2 MHREPLAR G2 16
SR, BN RGBT REZ0EE . XML VTP 2 (8@ (5B 83 14t T —1
W R I, JF O BIE PRbr R SCRF, R IORE RS

ICH ICSR il id fig 2t A 24t &5 wl Bk A S0 AN R OB, DL S AN R0 (1 L 14

5 Tittel, Ed, Pitts, Natanya, and Boumphrey, Frank. XML for Dummies. New York: Wiley Publishing, Inc.,
2002,

6 ‘Beyond the SGML DTD’ , Frangois CHAHUNEAU, Directeur Général/General Manager, AlS S.A., 15-17
rue Rémy Dumoncel, 75014, Paris, FRANCE, http: //xml.coverpages.org/chahuneauXML.html

7 “XML: What HTML Wanted to Be! ” Norma Haakonstad, National Accounts Manager, Arbortext, Inc.,
1000 Victors Way, Ann Arbor (Michigan) 48108

8 'Unicode'.Wikipedia <http: //en.wikipedia.org/wiki/Unicode>, 18SEP2008.

O XML ‘& W17 iRR A 4.56 (2007 48 H 8 H) , i Peter Flynn 4, A XmH EAMCIES I WIAE, http:
/Ixml.silmaril.ie/
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TS AT H AR R A n] SEIL LA ThRg
o JEFEARAZHANLLHE ICSR il 1 RE /T
o HWITIAAHEMHALUEILE R
o FCVHAR ARG B H LB A AL 2
o HIHIL BT M it & a5
o FVFHR/MUEHE (FEHD FA.

3.0 EAMM

BT X DR AIAR P B R ) R FEAR, ) ARG (an E2B (R3) BIFLIE) DAL
S FRMEFE, DAEAER L L B E B P E R AE EFEEE TR (XML 42
D e S, T B S ARIE R G R 2 MR R, AT AR E B, KRE.
BTSN ZR BP AR AT 230 ICH ICSR B4R K, AT R AR ARG I A8 B 4Rt 4
FF ik ICSR s F1E%i. ICH ICSR LU AN B S 4F I R S, v LLts S HER
ey AIEE| E2B (R3) SCHFHITHUAE 0. 28t r 58 3 1941 T e R E2B (R3) %
PEITCRAMIEARLH K, L& ITRAAZ ) ICH ICSR{5R .. ICH ICSR 15 BB, (42
D SR (A

3.1 ICHICSR X %K

TE 1 %R E2B (R3) th 3 &1 [A] ICH ICSR {5 21 XML ik trid Kk &, Kl
MR MEL S E2B (R3) o R 45 M RIAHRESY, SMER A BdE o R B SIE & 151
® G347 . B, M= efER AR T HE C1 %R E2B (R3) HdlE ozt
it C.1 B,

E2B (R3) M€ XV HIR uam Z MM IR &R, SOVFAAAESRBILAT, Ik, ME— Y
AEE (FEMBHD o TRZEMRAG AR, W os:

o 1.1 (bZify, HME—) ;

0.1 (AL, HEZ %) ;

o 1.n (BAHEMSH—%, HW£%) ; B
e 0.n (ATLLE, BAZ%) .

% 34Tt DRA T HEAER, BAMBIRELAT 7 ICSR A FE A WA B
RHK, RIS BN AR T RN 51 T g rf etk A XML, BUERT & E2B (R3) .
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1.

ICH ICSR 4 #

( ICH ICSR Ml & )
CA PY D
BRI 1.. 1..1 ¢ BT
C.2.r 5 é E.i
{5 B TR ¢ 1.. 1..n i i
C.3 F.r
AR R 1 R " 1.. 0..n O_< BHRRER
Car ~ g Gk
ik % 0. 1..n Lt
C5 H
) ._
B B ~ 0..n 1.1 A N S A )
Va i1 i
—XZ (1.n) &
—.—< i
——] M1 Bt
X% (0..n) Al
O < e
1% 1 €0..n) A
-, el

3.2 E2B (R3) HUIELE. ARiEAAI

—AN ICSR AFAE BN ARIEFASZ 4570 DA IR Bl gm0 A5 2 o X e R o ml ARG A 2 e FH 1
B O 2 N AR FPAE A, 90 ot st () B0y B S AAY . A AT X BE S E i, 4
MedDRA ( FHEEFZAF i #) o &AL ICH G IR E S HIR . AN 4H%
St P A R ARG AE . ARBEANAC . XTSRRI B AT, S LA 3.4 715,

B 3.4 TR AL AV SR MBI (Blln: a2kl |, (HIX AR SE it 6 e
RATIS AR MG AT RE B TR A2 224, DAIERCHT IR AT ke R o fe2%, Qg4
FIBAEREYE (Bt SEVFRIEOAAR SOREED B 4E5 RIE AR 2 HEUE S JF BRI X Le 2
2 i) 7] 2 i AR IR B K BB MLV o

PRGERFTE (I Fovr B A AU ARELE A LUE L. BT H R REEZ A RES
SEHEAR R ATAN R, R, N SR 4, iy i i DASRAS B A -

o

X R4 iR7F (OID) ZME—FrilZ REE T o IR 7 3Ros — ML B i
ICH ICSR SE /a5 i 2016 4 11 5 10 H

-18-



78], A EEr i (75 ASN.A FriE IERGE o X3 A] LLE Bi— 3 DL R B I 207
WA BME A48 “or 307 K—A %1%, 1141 MedDRA R i i H OID
2.16.840.1.113883.6.163 tx i1, tHAJLL “joint-iso-itu-t.country.us.organisation.hl7.
external-code-system.MedDRA” /3 &7~

A n] DA AR 55 R Ak R AR — AR AT RS/ OID, s 2, A UnT DARE it it
MR 57, HBE XTI AT R AE T OID. ICH IETESLHE OID LLiRJI ICSR 15 528 #e Hh 4
{DEAME R 2 e

AR AR TR 1 £2R 7 HIH 7 H T4 ICH ICSR s e = /5 OID. ICH
Pk EEAE T ICH J M OID #11K. Br 73R 12 7 1 OID 24k, i HL7 FEHHIH 4> OID
WA AT ICSRAER, XS uRm AU Mg (e o Frd f1Frd i, HI i
EARIEEE, 2AEHARR OID KX 7» “R” A “w” ) o BIN N RFRMIRIXLE
HL7 £ OID, =t | (D) FRISH PR 4t 7 HAAR R H K OID.

3.2.1 ICSR 5.8/ i fliafl .

ISO & KR %] (IDMP)

A ICHYMET, I1SOHlE T —Ehni, DU RE S, XSS EHEIRRRF, o
YRYGIBAE S FTLANIN AT DL S S A b VR AT O [ B A BB, DASIZ BN 245 0 P 05 5 1R 031) - ol
B HAZ Sy, BN

ISO IDMP Fri 4 -

o 1SO 11238 @ {5 B 24 I7 7= fh iR -5 T FUHUE (5 J2 1R E— A TR A2 46 FH 208 oo
ERLE

o 1SO 11239 {# {5 B 24-B=y7 7= il -2 W5 . A2y s, 25 e e
15 B ME— AR TR AN e BE o0 2 AN 45 1

o 1SO 11240 @ F (5 B - g7 7= b VR ) -0 8 By B R0 5 A5 5 PR — b DRI 32 46 Y i
TR ML

o 1SO 11615 fa {5 B 2F-TE )7 7= iR Hl-B 7
ERLER

e 1SO 11616 @ F (5 B -B= )7 7= S IR -1 25 77 s B b e O — bR UURN 22 46 A B
TLE ML

AAFRIEE 3.4 Xt 1ISO IDMP EVE R BN I 3ET T . HiE, 24 1SO IDMP RiE
AMO(ED FRRST (Fltn: ACRSED MASET N, ASiitspe it 7 B ATk T (5 B,

15 S E B ME—BRURATAZ #H Hcdhe o

H
=0
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6 7E 1SO IDMP [y £ nl AT, SR MU AT SR 9 23, 7£ 1SO IDMP 2
PRI S5 40 8 AT AT, AT B % 1 DX BRAEAE R AR AR IR R (FRASAED .

% 1: E2B (R3) ¥ #E;uE M IDMP OID

JLE ID TLRELIR OID 5|1

D.8.r.2b BE57 P AR IRAF (MPID) 1ISO11615 MPID

D.8.r.3b ZiibRiRFF (PhPID) 1SO11616 PhPID

D.10.8.r.2b EEI7 =i (MPID) 1SO11615 MPID

D.10.8.r.3b i bRIRFF (PhPID) 1ISO11616 PhPID

G.k.2.1.1b BEI7 P i ARIRAF (MPID) 1ISO11615 MPID

G.k.2.1.2b ik iRFF (PhPID) 1ISO11616 PhPID

G.k.2.3.r.2b VB € ) U YE 1D 1ISO11238 IDMP %)%

G.k.4.r9.2b Zi5R 2R 1D 1SO11239 IDMP 77 45 254 17

G.k.4.r.10.2b BB FEARIE ID 1SO11239 IDMP 77 45 254 17

G.k4.r.11.2b KBS 25842 R1E 1D 1SO11239 IDMP 77 R 4 Z5i4 2

MedDRA -[H F5E 2 ARE 7 4

MedDRA®-[E [ 25 22 AR 1E 18] - 72 F T30 S A 25 A AR T7 7= & (B I7 2N )%
D A BREME B BHEEARE. BiXSEIEHRL AN — BN MedDRA Ri&, {#1
BN FNAE Y0 2547 WV B % BE A i M A2 e A0 20 A B 7 P2 B 5 1 2 et s B

MedDRA Hi ICH &, Hitr it E bR S HERh25E 2 IFPMA) %8 ICH FTf .
MSSO 1EA MedDRA 4 FISZFE R4S 4H 21, K4 MedDRA [ FE ], i & FZ 8y v
e, FRIEE NG BRI, 1R MedDRA KL AE A=W #2547 MV A W LA v NP A B
5. MedDRA A P Al #RASK ARIBE B @ . MSSO LR ETE TR, XL A WA
2Bk, FITHAMEIEETE PR R

ICH ICSR {i f§ MedDRA K&t ix 2 = =M S:,  LLin A R RBECEEf: . 25448 & LA |
. LUF o 2 MedDR BMAE (LLT) #4740, WEE, XTHA ICSR H
(AR R IEAT IS, 2 [ — AN hi A ) MedDRA.

ORI, XA O SN OID 255 .
" MedDRA iR 4% 5 MSSO T http: //www.meddramsso.com/. #X T fREZER, 1583 ICH Mk,
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# 2: E2B (R3) ¥EuEF MedDRA OID

JLE ID TLRELR oID 5| H

D.7.1.r.1b WS CBIRIAMEFFEARIZ)  (MedDRA 4ifid) 2.16.840.1.113883.6.163
D.8.r.6b WENAE (MedDRA %ifi) 2.16.840.1.113883.6.163
D.8.r.7b RNE&M (MedDRA %ifit) 2.16.840.1.113883.6.163
D.9.2.r.1b WA RIS (MedDRA %ifid) 2.16.840.1.113883.6.163
D.9.4.r.1b JURHf E AER (MedDRA 4fit) 2.16.840.1.113883.6.163
D.10.7.1.r.1b | FisE CGEIEIAMEFFEARZE)  (MedDRA 4fid) 2.16.840.1.113883.6.163
D.10.8.r.6b EMNAE (MedDRA Zwfis) 2.16.840.1.113883.6.163
D.10.8.r.7b RS (MedDRA %ifi5) 2.16.840.1.113883.6.163
E.i.2.1b R/ (MedDRA i) 2.16.840.1.113883.6.163
F.r.2.2b K (MedDRA 4wt 2.16.840.1.113883.6.163
G.k.7.r2b ERAE (MedDRA i) 2.16.840.1.113883.6.163
H.3.r.1b FIRF I EIRAT (B0 XA R S/FHE) | 2.16.840.1.113883.6.163

HH /% (MedDRA #wid)

3.2.2 HIICH 44 19/CA34 1% ICH ICSR 61X/ R 51K 7 (OID)

AT EE HASLEAR R KL 109 ICH QI RIS ST OID 5%, X LEUf%4EH ICH
YE4P 5N ICH k%%

# 3: E2B (R3) HHEILEM ICH ICSR {5 EAR5E OID

JTE ID TLRBR ICH OID

N.1.1 (5 B 2.16.840.1.113883.3.989.2.1.1.1
CA1.3 it R 2.16.840.1.113883.3.989.2.1.1.2
C.1.8.2 T B N Rk 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 WA VERMEIE 2.16.840.1.113883.3.989.2.1.1.5
C2r4 4t o B 2.16.840.1.113883.3.989.2.1.1.6
C.3.1 RIEFHA 2.16.840.1.113883.3.989.2.1.1.7
C5.4 WS B 1) S5 7 /A () T 2 Y 2.16.840.1.113883.3.989.2.1.1.8
B:1 1 1 ) B ST IR S KU 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 AR B ORI H D 2.16.840.1.113883.3.989.2.1.1.9
E.i.3.1 A5 R A 1A 2.16.840.1.113883.3.989.2.1.1.10
E.i7 ARUOVLER B 1) S5 /A () e VA 17 1O 2.16.840.1.113883.3.989.2.1.1.11
F.r.3.1 LR (RS 2.16.840.1.113883.3.989.2.1.1.12
G.k.1 ity Eazitlbc Rk 2.16.840.1.113883.3.989.2.1.1.13
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gtj:l?;i YR ARIE ID (E2B (R2) ) 2.16.840.1.113883.3.989.2.1.1.14
G.k.8 Xt 24 R BRI 4 it 2.16.840.1.113883.3.989.2.1.1.15
Gk9.i.4 AU TR A R B ? 2.16.840.1.113883.3.989.2.1.1.16
G.k.10.r ZYIEAIME B (gl (LEREE) 2.16.840.1.113883.3.989.2.1.1.17

# 4: E2B (R3) HHE/LEM ICH ICSR 15 EH%{E OID (32 ICH [R#I#) UCUM S {E)

JTE ID TLRBR ICH OID

D.2.2b SN R A AR (D 2.16.840.1.113883.3.989.2.1.1.26
D.2.2.1b JiE2 ) LR 2 2 /AP A AR 5 3 o 2 (BT 2.16.840.1.113883.3.989.2.1.1.26
D.10.2.2b | SXRRAFEREY (HALD 2.16.840.1.113883.3.989.2.1.1.26
E.i.6b SRR TR (AT 2.16.840.1.113883.3.989.2.1.1.26
G.k.2.3.r.3b | Hl% (LD 2.16.840.1.113883.3.989.2.1.1.25
G.kd4rib | F&E CEED 2.16.840.1.113883.3.989.2.1.1.25
G.k4.r3 e ) ) B EAASE PR S S 2.16.840.1.113883.3.989.2.1.1.26
G.k4.r6b | LHZFFELI A (FLALD 2.16.840.1.113883.3.989.2.1.1.26
G.k.5b TR IR BB R AR (B 2.16.840.1.113883.3.989.2.1.1.25
G.k.6b e FE TS CBRAD 2.16.840.1.113883.3.989.2.1.1.26
G.k.9.i.3.1b | FFURL 25 % R B FAF AR Z A1 R (] (BB CBRA7) | 2.16.840.1.113883.3.989.2.1.1.26
G.k.9..3.2b | RIRLZZ B/ FATFIG Z A ][] B% (FRA7D | 2.16.840.1.113883.3.989.2.1.1.26

H—MSMEL, T Fr3.3 “MEEiR” . ICH RS UCUM IS ERIEM, fiF
MR ER AL R UCUM #fi. UCUM ARG {E T LGS UCUM BIl& ik G i, Jf/Eek 8
F1% T UCUM 1) OID.
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#*5: E2B (R3) ¥ uEA ICH ICSR 5 B ar42 2 [H OID

JLE ID TLRELR ICH OID

N.1.2 it (EED w5 2.16.840.1.113883.3.989.2.1.3.22
N.1.3 it (FE) RIEFIRIRFF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 it (FE) BE RN 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 & B REE TR AT 2.16.840.1.113883.3.989.2.1.3.11
N.2.r.3 (E)=Si & -gaNvhs 2.16.840.1.113883.3.989.2.1.3.12
C.11 RIRHZW G 2k ME— iR B 2.16.840.1.113883.3.989.2.1.3.1
C.1.8.1 A BRE— 5 1 1R 2.16.840.1.113883.3.989.2.1.3.2

C.1.9.1r.1, TR R GO B D AR

C191r2 i 2.16.840.1.113883.3.989.2.1.3.3

C.5.1.r.1 WM RS 2.16.840.1.113883.3.989.2.1.3.6
C.5.3 I IR T 7 4 2.16.840.1.113883.3.989.2.1.3.5
D.1.1.1 BFEEITILR RS (GP) 2.16.840.1.113883.3.989.2.1.3.7
D.1.1.2 BEEIT AR S (50 2.16.840.1.113883.3.989.2.1.3.8
D.1.1.3 BEEIT AR S (R 2.16.840.1.113883.3.989.2.1.3.9
D.1.1.4 BEERITICERS WD 2.16.840.1.113883.3.989.2.1.3.10
G.k.3.1 B GG S 2.16.840.1.113883.3.989.2.1.3.4

# 6: E2B (R3) HIELEM Ack {5 E w4473 [H OID

JLE ID TLR B ICH OID

ACK.M.2 RIiEE G BHINRARF 2.16.840.1.113883.3.989.2.1.3.17

ACK.M.3 FfeE fEAE B UGRARF 2.16.840.1.113883.3.989.2.1.3.18

ACK.B.r.3 Bl 1) ICSR 15 BHiA 2.16.840.1.113883.3.989.2.1.3.16

ACK.B.r4 RIKF ) ICSR 15 B AfiiA 2.16.840.1.113883.3.989.2.1.3.15
ICH ICSR sZii 1k 2016 4£ 11 7 10 H
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# 7: ICSR/ Ack BAHA#IE OID

ARG ICH OID

B AT AR 2.16.840.1.113883.3.989.2.1.1.18
W& ARG 2.16.840.1.113883.3.989.2.1.1.19
HfE 4y 4HARAD 2.16.840.1.113883.3.989.2.1.1.20
T 7€ SEARACAS A H 2.16.840.1.113883.3.989.2.1.1.21
i Rk RACHY 2.16.840.1.113883.3.989.2.1.1.22
e FFEAHS 2.16.840.1.113883.3.989.2.1.1.23
IR 2.16.840.1.113883.3.989.2.1.1.24

A NS HE A

2.16.840.1.113883.3.989.2.1.1.27

3.2.3 [k CH9ZE

RIS 5ASEFE R A S ARG EE R OID, (HIFAECA ICH &7, 3R ICH £ H .
FEEPR L, ZEASE R ICH DLAMIH LRI SR DTS D IXBEAT4E 9. DIk, SCVFI
HE A X 4R AR AR A AT IR E

& B B P 0 AR TS9N OID (45

e I1SO 3166 5 1 #k7> (a-2) - FZm/HF KA 73 3 HFFHIICHS-4 1 i 7

[FFEFFHIERACH . [T - FIIFHE T E I PEIX 5 (2 1N F R ChS)
e ISO 5218 -5 BHA-Fm N FI4HS

o ISO 639-2 - K~ it 5 HHHI1CHY

o UCUM -Jlj& # {794 —1C#4 (UCUMD , X7 A7) 52
NERIIH T A IX MRS LR ICSR JTE:

* 8: EFrirrEAE% OID

& ID | TEEWR

GBS RER oID 3| H

C.2r3 | MEHEKEZFAM

ISO 3166 %% 1 #64r (a-2) | 1.0.3166.1.2.2

C.3.4.5 | KiXHEHEZFMAM

ISO 3166 25 1 #i5r (a-2) | 1.0.3166.1.2.2

C.5.1.r.2 | BEFTIEME 5

ISO 3166 25 1 #i5r (a-2) | 1.0.3166.1.2.2

D.5 P ISO 5218 1.0.5218
D.10.6 | BEEHI ISO 5218 1.0.5218
E.i.1.1b | FERUFEHR T SN/ HE 5 2K | 1SO 639- 2/RA (a -3) 1.0.639.2

E.i.9 SN ) L 5K AR

ISO 3166 %% 1 #4r (a-2) | 1.0.3166.1.2.2

12 %T UCUM KB 245 5., 115 http: //unitsofmeasure.org/
UCUM FréER] LM http: //unitsofmeasure.org/trac/ %% xml 8¢ html #%3%

ICH ICSR sLjititE
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F.r3.3 WEER (BAD UCUM 2.16.840.1.113883.6.8
2=
=l

G.k24 | R1GZ5WHE KPR IRAT ISO 3166 %5 1 #34> (a-2) | 1.0.3166.1.2.2
Gk3.2 | BEUHEREZR ISO 3166 4 1 &4 (a-2) | 1.0.3166.1.2.2

H.5.r.1b | Bl S S5 AR & & EREE 5 ISO 639- 2/RA (a -3) 1.0.639.2

AR BIAARAE R g, B “RIEFR O s —Rna” (C.1.1) M
“EERMERBIRBIS 7 (CA.8.1) R EAAURBE ARSI, ROVIXPIAS 7 BUERE 2
%7 1SO R R, HIFENESE 1SO 3166 5 1 # 0 dH TG . £ A vEg(E &,
HZW CAA AR,

ISO 3166 EF AL K

ICSR tFIIZ AN EIE TR 520, Ffh. kiEFEIREENER AR, E2B (R3) [HHE
FHFBIE TES% T 1SO 3166-1 a -2 HH{E KA
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& BRI
KFIEFA, ICH HFHRFGHAE ICH M2 [ gt A UTF-8 34T XML 15 S 4.

3.3 KT ICSR{LHif) ICH E2B (R3) #ijs
E2B (R3) HMVETE4IFIH T ICH ICSR FR RN EUE TR AR, DANCE A& A A F
e (s B .

3.3.1 RIEH
RGeS [ 4= p TN EPSY VA VSR R
o N EE-LLUT JUAN B T AR T HOA 2 LA E T TR
HCR (BIIneEs | B985 . Fhe. D
o AU IR E-LAT JUAN B o E AT AT A Y 2 L RE H AT R
HEMITER (B, k. B
o PIAREM/IN (BEHR) + M
o —ThRIEEECA A EAEHIKIZY).
e A2 “ERMERT BIBAERIN b, B XS 1 AT A AE AN G AIEEE R
JIANEEE TR PR AR E AN PR R E (Bl 4 F RS .
WAL B — A E AR R A (Bl E RS . b EEA% D o ICH
E2D % 5.1 1i48F4 (http: //www.ich.org/products/guidelines/efficacy/article/efficacy-
guidelines.htmb) JYtER /et 7t —D RS, HINTEHE MRS FH T R —
N, KERERT & S Rk 5 bR o
AT 3L [ R B R AR, 7R B K IAI AT B AN REREAT JR B O 2tk 44 15 B AN oAy 7T
WHME RS, H2, BAUEFEE DA WHMEDS MR, HFANZEEE TR
SRALH T 4RE

3.3.2 [FBFEH T FNTEX

ICSR {5 & BT A&4E f B35 1 BT PPl A AS RFAF SONR 5 (10 Fra H e Bl 4%
BLE o IRIEATE RS 1015 AR HERT LLSEL ICSR SE48 (5 Bk, (HRERNE, IRk
AN TR BRI A

ICH ICSR sLjitifi i 2016 £ 11 H 10 H
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FE, KEZHICSR AFE— SR AMEIR T HR, ZFIu R AERSE P15
ICSR 15 B LA 77 s\t %, TR ARAN. dEREMEHE TRm . (22, FEEETM
RRAERLEN T, BRI CRRERAEM . sFRu. B ZRA Y mhaE.
B, TREPAN—LFRRTEMICE, DI SR

BeAh, BR T —1 ICSR LT FRm e 8 (WA 3.3.1 95 , AR L HAR & B
5 DU AL AR 1 -

o RIXEN URHD AWM (CA1D

o IREEM (CA.3) ;

o EIAMEFHERKIHM (CA1.5 ;

o IHBIR BRI UHARE? (CAT)

o  AERME—PPHEEIUIG (C.1.8) ;

o IREHMERMM (C.2r3) ;

o KIEHEFTEMNI (C3.2) ; LLJ

o CUIRMRAY RAWRMIE 7 W, R (F) BB T IR
(C54) .

3.3.3 MM

LE ICSR G R B BEE, H-HieREE, PR ERERG . KEHT
FTA AR ICSR, B E AR« BEVTIR & AE I B IR 1 75

AW, B TS B RAE ARG E2B (R3) 4 7o 2 A& FH bRl R 15 I 58 42 45
EARIRR L, X EERIEARS 1ISO (H A PERACSANIE S %) . MedDRA (il 4 52
& RCREAN R S/ AR . UCUM GRS A7) 1 ISO IDMP (FE4H{E BRLEE 3.2.1.1 %49) o
215 RES WA bt

BRI AR S s (Bl A SCE . S BRIRRIC S X S EBE) If
A& T AL AR NV, (B SEEE A% far O HOR M D7 RBAE S 3.5 WM F 3, A
HE%,

3.3.4 WHHIIFEAX

BT XA & A 2 E ML 25 75 2, ICSR W] RESFEANR] 1 K 1% 2 AU 3 2 [A]
W AL, ¥Rl RET, WHEEK “HRET E, WORSRSZm BT HE S,
HPrf Rl MBS 5 SRR AN AN AT e 2 B T
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FEFELLGIAME DL, AT RET 2 58 DA N Bl o &
o KIEEHEW URHD A ME—RIARIRES (C1.1)
o GIFEHM (C1.2) ;
o  HRNCKREWEHREMHM (C1.4)
o IRFIAMEEFEEMAM (C1.5) ;
o REGHMIMIIE? (C1.6.1)
o BRI S AMIEIR S bR HE?  (CATD
o ZARMEREREHEMELR (C3)
o HMRMMMEMENE (EQ3.2) ;
o RMEZMHER (Fr7) ;
o WS RMIFEMRIM R (DENER) (Gk9.i2.r ;
o RIEFENIIZW (MLENEE) (H3.D ;
o KIEFHITFL (H4) ; DK
o ICSR " H B SCARKE G &K 15 ORI e
R LR, 1] DUE A SCHT R A 1) MedDRA 1] 1 55357 MedDRA %ifs

ARESAAE L GO — LRI ICSR L5 MH R “ A ERME—Jw iR 65~
(C.1.8.1) B 5%t [l il A4 B EAT IO 558, — N LAERY ICSR I E AR “ i
BEEHE” (CA.5) o XTRLEMEI, MAH “SlEHM”  (C.A.2) RKIRBIHBIN EH
FRAS o
3.3.5 K F KA U

E2B (R3) #E ok BA D EMIRGE M. Hl 2 ANFEE s AR B 4k, Hb AES
SHAGEE, BASHRAEE. MBS BEm w2, S0h:

o Ay
o C.A ="Mzt & iRl
o C.2 -7 B F BRI,
o C.3 -l ziMf Ri%HE G R
o C.4-Xikz%;

O C.5 -E}Fﬁiﬂ%u/f%l%\o

ICH ICSR Ljitif e 2016 4211 H 10 H

-28-



¥

o By
o D -BHEFHE:
o E-[Ni/HEM;
o F-5EFMKH AL LMTAR
o G-ZMELR: M
o H-FfHiiR5EZELR

FREonFAE (ED B39 (G WFBE “i7 Al “k” FRonZidxzoh, 78F “r” WA
THRRRH I TR E TN Z L.

o HIBERT L, ASCtidR e P I BR O R % 5 R 45 E2B (R2) AN,

3.3.6 FHRAHT— AT
o [ A/ a5 =X

HL7 15 FH 28 —i& R & om H AR 18] CCYYMMDDHHMMSS.UUUU [+|-ZZzz]. 2% K]
AR S S (PSR ml s SO AT o 3% F RS ST B8 0 s v FE 1 258

ICH ICSR Al ffar “ARKHI” o HEg AR XALRIN, A& H MRS B E H &R
g (1] ZZzz VAR F g — 10D, DA 1k H AN e “ARREIY .

B2 VARG 2 WA SR R I = 1
XHF E2B (R3) , A4~ H A 7o & 1 /)y HIRS HEEE KT 27 3.4 e

FEA St B 4 S0 g B — 4% X (CCYYMMDDHHMMSS.UUUU [+]-ZZzz]) %7~ H
o FNEFE] o X FhAE X AV PR HERE T 22 e H AR S B, A RIS ZAEAD .
H A% 70 & i NS ERE R 0 OS5 0 & 3.4 Firhile, (Hing gk, M4 E £

= B

o

o JHHMSCAREHETTER (B “ HEHERRN T ZORIEI B/ HAE” (Edt1a) A “H
BHEFRRIRBLE R G ZH IR (H5.0) ) IR AE5E DUE E bR . (HE,
Control Act Wrapper 7~ 5 3 #f I T X3 AF B ACH A1E S A0S . AR 7> PN A1E 2 ILIX 42k
PESK AR R
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I ASASE A 4 1) 58 B FRANE
o MedDRAE#H T ICH HIX ] ICSR . % MedDRA it ) H AW, 1§Z Wik
HRA ICH S “MedDRA RiEIERE: HHBME L .

o X HHISCAER NGO T AT T 4E, B XXCrmpEasifig. X “F2EE87
ToIAE FIARHEAL B ARTE AT S5 A A s Sy A B Rl U I SCAR SR ez . [/— 4> ICSR 1y
FAOGHAE T0 2 gD A AT {5 FH — N4 MedDRA. [Flitt, *43HS MedDRA ARiEHT,

5 SR 5 A5 T B2 AH [F) ) MedDRA JlAS . (H3E, FAMEIRIERZZ A ICSR I, A[F )
ICSR =] LA FI A [F] (1) MedDRA R As o

7

X T8 MedDRA 4mfB B BT A Bl e xR, 76 R4 ICSR H (1 FT A 208k o 2 M AE F AR R
] MedDRA iiiA . {HAE, HHANHLIRIEZ LA ICSR B, ANFE [ ICSR AT LA H AN [F] it
% MedDRA.

IAEH=NiUPRE
o RN ITUER BRI AT

O

A =Bk ZBEER BT ICSR AR ] Az 3 iV E A e &, lan <4l
FHIEZRMAI” (C.2.r.3) -2A, LU&EMN 1ISO3166 fLid, 7B~ KR 1755 5 5
FEUE RS INEZRE, Fli “IP” . AR B R 7%,
@AY,

AN =785 7. iTULEE 7R, PR AR Z AR B e R . i “AB-
19.990115 7 A7 , XF XML, MiBfE W3C Fpift (AT http: //iwww.w3.orgl)
B, 2 XML Rk FR>. <M & HBLE SCAR TR, HdE e m B &gt &LT
& amp &

N=#7: NEEFFF0-9.E + - "MFEFEHEIE iR, HTRREHEGT S5, A
RE#o 8ok, w~El 1.23E-17 B8 ‘34192° B{ ‘32.12° . AR5,

H#: W11 (A)

Boolean: Boolean #i /R B E{E HH T 41 & 20K s

™ “False” m%@% (‘%‘_\‘”

u “True” m%@% “/_\EE” *;
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m  “nuliflavor” ZEAEFEBAFE RIS X, HL7 BiXEFRA “nullflavor” .
(L3O

AR H L&, MU —MISMELL, BT oo Gk.2.5

CREHIT R Sk <R, BB CRE

i sl A Jo 3R b DY ICSR 5 2 1 — B0 e fte dan, (BRI yo s Ml A dar. £
XML ACRS el BE A 2 R A U ATIE e ER, £ XML AR s i R o R B v 2 B
Pyt Sz, A a] MEAS B2

o JTE R LA A ICSR (K1 — /M8, (LR BB T 220 251
fE HLT (L, RGN ETE, JPRTZInR AT, SRR AR, ok
SOOI A TR TR AR, FUR R e, 2 Ee R RE 5% (8

“flavor” .
o ANEEAEE: ICHICSR A HL7 15 EAL AR M#EF I LA RS, FERTIX Se e R B 34T

K, W EH, 1ES WARME ISO/HLY 27953-2, ANseis = H Jtden] H T Fra $udE sk
B (flan: BB dE o PINF A1 NINF)

N

O
A I & X
NI P, TVEAE AR HEWT AT (S B . X e e i A ke, 2Bk
o INiOES2 7S
KFHIHKERTH, HiT %4, BASRIMIRER, Kits
RIRBEIAE R . T HEAALE B ACHL ] LRSS 1% 2645 27 1) AL o
MSK | Bzt VE: BRI AEEANEGE, nuliflavor 14K T BE BN A 2 1 & A 85
BRI IXFEEREI EEH &R, 5 BSFE. =
ANBEFR AT VRGNS S o
UNK | A&%n R T T IOR B IE ), (EE R
NA i g?ﬁﬁ%ﬁ%%ﬁ%%ﬁﬁm%(%@%%%X&H%%
ASKU | 1 i) i H A %n SR RS BAEAR RS B (i) 1) B (E 45 5 R %)
NASK | i ] I A SR )25 B (B0 A1) 1) )
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KRG | B 5E
NINF | fiE55 K B HRTET K.
PINF | IELE5 K BrmIELTS K.

LA 7RilisEos 1 anfer 4 A nuliflavor k2% ICH ICSR H £ . X LR G, #df
TER AR BETCR <! JERARZE > R LU )5 -

. “ BRI nullFlavor = MSK &I,
<componenttypeCode="COMP">
<adverseEventAssessmentclassCode="INVSTG"moodCode="EVN">
<subject1typeCode="SBJ">
<primaryRoleclassCode="INVSBJ">
<playericlassCode="PSN"determinerCode="INSTANCE">
<namenullFlavor="MSK"/>
<l--D.1: Patient (hame or initials) -->
<administrativeGenderCode code="D.5"codeSystem="1.0.5218"/>
<!-- D.5 Sex [1] Male [2]Female-->
<birthTime value="19200101"/>
<I--D.2.1: Date of Birth -->
<deceasedTime value="20090101"/>

Sl 2. R B EE M= UNK KR .
<roleclassCode="PRS">
<code code="PRN"codeSystem="2.16.840.1.113883.5.111"/>

<associatedPersondeterminerCode="INSTANCE"classCode="PSN">
<namenullFlavor="UNK"/>
<!--D.10.1: Parent Identification-->
<administrativeGenderCode code="D.10.6"codeSystem="1.0.5218"/>
<!--D.10.6: Sex of Parent [1]Male [2]Female-->
<birthTime value="19730101"/>
<!--D.10.2.1: Date of Birth of Parent -->

</associatedPerson>

3.3.7 ICHE2B (R3) ##L&EHiE4m= 5

i E2B (R3) g c = AE EMYE, 1ES W 3.4 Wh R . E2B (R3) T
ARG PAE
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o HEILEHT;
o NASCHTE R A H K, BRI EISE B o R R LU ACK Tk, 4D
o HdEITER N.1.2 24858 3.4 WWh AR “HME (FE) 45”7 UK
o ACKM.1 2N EIHFI) “HSHIL” .
o HuEITER AL
o “HIER” XIS E2B (R3) HdEuam e

o RN FIRBIETCER A AL R A IS AT IR . BBl CHOR” TR (Biltn
IR REORIAE R EH IR TR, — BABR AR, SRER=T (G
Rt TR sIE.

o CHRIA” AR TR KL MR TR R A AN RROR R, 2RI A
T N RRB7 Bl AN Ron P By TS5 AN SE (Blindk B dseR) 1
Hmoea, NLAAET AR UL LSRG ol AR e

o XRIFRFF ( “OID” ) -izHdl o zd M A4 € RIS 1) 3 sl 44 4 18] . A St 1 e
HE2 AL OID ¥R H T ICH ICSR 19 XML 15 B &%

o “RVME” FonBETRM AR LK,

o MESSHN” SRft 1 LE R T R KRR R A B AR
A STt P S S AR B AT A2 ICH 577 I T A 48— R0 o X 82 N P T

“FAN7 ICHICSR XML {5 B g IESfF (i “4=iicss” O, Bk, ek “ 2”7 ICH

ICSR XML {5 2], WA FH A S 5 o oK B 1R A0 s’ N BV BA 1R R 5 A
BT LR, AR RS SIRITEI “ foviE” [F R TRE Ll i e 8. K5

SRR SRR Z AMEATLEY . RIS M | (F) A i Eopr AU 413

% 3.4 Tth ICH E2B (R3) ##ECRZ FIMYE & ICH RS —E R S i) . fEuES S H
ICH ICSR XML 15 21, W5 1x Lo s oo 2 R I E £ HE 5 N\ FHERR MRG0

“RYHE” PRI, S I | (F) ICH AR 513 Hh i) B AR A -

7
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34 ICHE2B (R3) #iEtE

N.1 ICH ICSR f£#itriR (EHEFER)

5ICSRE C & FHWHEERR, “H3” EENATEHEN Flin “REN” 5
CHEIAT D, EE AR, B DS B THIEE (EDD WX, LTS B
B RiEE D, B 1D RS A H R S E R,

N.1 - ICH ICSR f&#trid (HtECHH23EE D

141

N.1 -ICH ICSR f&aitniR (HtE3)
N.1.1 -t 2 F R A

N.1.2-fitE (BR) H%5

N.1.3 it (FED KIEHRRFF

N.1.4 -fitE (FRED BE IR
N.1.5 —#t 515 B &% H 3

N.2.r - ICH ICSR {5 B3k (5 E# %)

1-+n N.2.r.1 {5 BFR iR
N.2.r.2 {5 B RIEE PR IRFF
N.2.r.3 {5 BHEWCE PR IR

\ N.2.r.4 -f5 BA0% H 1 /

N.1.1 it 25 BRE

487 ZAE O R RN IETEAL IS B2 . — MK ICH ICSR T LV & — 3 el %
raz etk (ICSRs)

L IH W5

Hn KR 2N

0]]D] 2.16.840.1.113883.3.989.2.1.1.1

FLVHE 1=ichicsr

V5% R
WE, WEHEITERN “RVHE” X KNS, BT 898 o = AT A/
BBk, RIFE X4 A 8 R 5 FH R 2 A ) HARARRS B .

6 — AR (BB LA A A B Z 4 ICSREH. M4 ICSR 2 B4 —4
ICSR.
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NA2#E (ER) K5

VAR 1] AR CR Ay “AEEREE T, RaKIEE B ICH ICSR HEE L
PERIME— G5 . DO T RIZE M S, XRS5 2.

IR WA 2

ECEESIt 100AN

OID 2.16.840.1.113883.3.989.2.1.3.22

FSLVHE H HSCA

k25 S

fFEFH PL R FRid R s N.1.2:
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3.22"/>
R AR NA2 B =E, e (ER) 451 id extension [ TIES .

NASHE (ER) RiZBHWRRF

EVAE 1] ZER TR RN ICSR i s A RIE (I ICH ICSR #t& SCArIaIE#E D , Hi
WA F AAREE VU . AR AR RHIERICE T S, AR IR R ME—.

e IR WA

Hym KA 60AN

oID 2.16.840.1.113883.3.989.2.1.3.13

FVHE H A

NS |
U FFRid %R N.1.3:
<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"/>
R RFRR NAS Wdr 42, fitE (R KIEFMIRAFLE id extension J&5i
TS,
NEFEAR BRI XUTT Z [0 258 RIEE IRIRFT

ICH ICSR sLjiti g 2016 =11 H 10 H
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N1A#HE (BB

BWCE TR RR

EDAE =1ze]

PR TR RN ICSR LB SR s . DO AR TS, HARIRAT M
— s

TS A W

K dhs R 60AN

oID 2.16.840.1.113883.3.989.2.1.3.14
RVFE H A

N2 Ul

LA M AR id £ R N.1.4:

<id extension="receiver identifier" root="2.16.840.1.113883.3.989.2.1.3.14"/>
T RR R NA4 dr 0], fitE (FE) BUCERIRATE id extension J& i
TS,

JSLEAS B ARSI R0 TT 2 [8) 24 58 B WS AR IR A

NS HE (B8 EFRmBEH

Rk T R TCEF R ICH ICSR L& St v H .
T IR i

$ep H $41/85F ]

OID o

eI N4 GEZEISYN eI

NZ:5 Ul

H S A (8] () e RS i L e Al & 20 #P . (B “CCYYMMDDhhmmss|[+/-
Z7zz)” ) .

TR HIIAREIE AR R H I
IR A A 4 ICSR A5 J2 i R AR L 1] o

N.2rICHICSRfEEk (HEMFEL) CLENESL)

N.2.r.1 {5 BARRAF
Rk T RO TR RS BAR IR (RS BRI o RREH L TEE ICH
ICSR {3 ELHME—% 2, —% ICH ICSR {3 B4 —A HAUE — 1 ICSR.
T I g
$p 2 100AN
OID 2.16.840.1.113883.3.989.2.1.3.1
fVFY ERER&N
NZZ 0
PHMES CAA MR FL, bRidk:
<id extension="message identifier" root="2.16.840.1.113883.3.989.2.1.3.1"/>
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N.2.r.2 g B RZEHEREF

iilakiT] ZHAE LR F R ICSR 5 M &i%% (ICH ICSREEMAIEE) .
ST NI IR
B R R 60AN
oID 2.16.840.1.113883.3.989.2.1.3.11
FRVHE H A
V251
LA R Frid R N.2.r.2:

<id extension="message sender
identifier"root="2.16.840.1.113883.3.989.2.1.3.11"/>

R AR R N.2.r.2 Har 22500, 5B KIEERRAFE id extension J5#E17IH

5 o
LAEAE BARH I XUT5 Z 8] 4058 KR H FRIRTT o

N.2.r.3 g BBWE R RFF

EVAE 1z ZARE TR RN E M ICSR 15 EAEf U
e IH WA
B KR 60AN
oID 2.16.840.1.113883.3.989.2.1.3.12
RVHAE H A
NS |
S LR FRid#£ R N.2.r.3:
<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>
MR AR N.2.n.3 a4 216, 5 BEE IR IRAF7E id extension JERE1TIH
5. NAEE BRI XUTT 2 802 & BlUE bR R .
N.2.r4 EE82EH
EVAE 1] EHUE 70 3R R AE A S e v 82 ICH ICSR {5 B i H 4.
e LI WA
Bt H /85 7]
oD ¥
VA CEZEN YN TP
NS |
ZH A0S C.1.2 AHIF
1% H /I ) RS HEBE R AS I 280 (EP: CCYYMMDDhmhms [+/- ZZzz)) .
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C.1 Z&MEREH IR

AHT ST BT 2 e IR S RS B, — ICH ICSR 53X (ICHICSR
message file) &% —HAUEH —1ICSR; —4~ ICH ICSR #t&= 34 (ICH ICSR batch file)
A VES —ANEZ AN ICH ICSR 15 B 30fF. Ft, 78 ICSR 15 E3C/F 1 “controlActProcess”
~aE HAUE —A “Subject” Tk

C.1 -k iR

1...1
C.1 - &R iR A1
CAA-RIEHN R 224G mE—RiR 5
CA.2-6#HH
C.1.3 -2
C.1.4 - IR MRIEW RS ¥ H 1
C.1.5 - B AR S Fmop 5 B 1 B
C.1.6.1 -2 AR N sc 42
C.1.7 -BLIp ]2 7535 2 0B 45 11 24 b ofe 2
C.1.8 A BRME— I IR 6D
C.1.8.2 Rl E AN RIEH
C.1.9.1 -BEA: &5 48 A 1) EAom AR TR AL
CANA —REEEMEIE
C.A11.2 REEEMEIEN G A

C.1.6.1.r - KIEH LA ST
0+**n (LERESE)

C.1.6.1.r.1 -RIEFH K
C.1.6.1.r.2 -5 K4

0-+n C.1.9.14.r -JLARHIRGIBG CLER ERD
C.1.9.1r. A -BRAE AR A P (1 L AS B b LA
C.1.9.1.r.2 - BRI A%

C.1.10.r - SAR G HH R A H AR 5 R 0RS (b L B
0---n 2

C.1.10.r -5 AR 5 A A H A 7 R0
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C.A1 RIEER Uil ZEmEHE—IRHNE

EVRE 1]

ZHIEITCR KRN ICSR RS, HAEME—1. BN h i3 S5 AE T4/ b R 3 &
LS B R AR - R B E N AR S . B S 1ISO
3166 5 1 & rRA% M) 2 A~ BF (1ISO 3166-1 alpha-2) , R T4k 15 i 32 ZE kR
M (C.2.r.3) o 2w BB WU 4% FK 2 a4 il i 1) FE ol — 2 et 1 AR
s BEES> ORGSR AEH] “-7 G SHETRD o o5 1% A m s i E
B 141 75 2 5

an, HAEAERS WE VA — Gk B vEE PR, TRAE C.1.1 IE N

“FR-companyname-12345~ , HL.rh 12345 & iZ /&) e — s Bl ik &5 9w 5 .

Rl —AN IR B R — AR (B fERbEviE R B, CA1.1

WIRFEAAL . BIAME L ELFE:

o ENUMARFMIEAL T (BN AFGHECES AR, w] LU B 2 L
IR IRIELE C.A. 1 hFRIRBE VTR 5

o HWMTWMEHM, FERENEFAMEEAELE (C2r.3) BARKMNEEN
EZX (Ei9) KRAZEMHELT, CA1.1 k2.

B2, FEARTERAE R B b R “ Bknfe—mF1RES 7 (C.1.8.1) MG {#

A4 (W, CA8 MM TE5E) .

2 H A A R BT R S B, BT B 2 A o M — R 6 B e i

C.1.11H.

R IS

W

Kol

100AN

OoID

2.16.840.1.113883.3.989.2.1.3.1

FEVFE

B A CEZAC- 24 7] S B LA 2 PRI 45 )

M5 HR

X2 AR 5 E— IR L B R ARED, ERTE R R 2 N E K
g, EZRMAS EU 7E 1ISO3166 E F ARG HIE F ARG IMRE, HTRNERE
X—4FR. TEXMIEN T, nfE% “EU” /ENEZRARGD.
S FREE KB, C.1.1 Bk X T # fR4F € 1) ICSR BA ME— iR A1 .
1E “NABURENM LR R <=7 (BITSEFR) .

CRIZZEN ORBD AR (CA1) R “ A BRI 1R
5”7 (C.1.8.1) FEc XYW E HL7 ICSR A d1) “investigationEvent”
SRR EE XML <> (%54, S0 1 (D) ) . ICHTE
investigationEvent.id IR 5 435 A5 FH 95 NME —

€2.16.840.1.113883.3.989.2.1.3.1° X ‘2.16.840.1.113883.3.989.2.1.3.2° ,
PAIX 4> C.1.1 #1C.1.8.1.
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fFH L M Arid &R C1.1:
<id extension="country code-company name-report no"
root="2.16.840.1.113883.3.989.2.1.3.1"/>

MU FHrid % s C.1.8.1:
<id extension="country code-company name-report no"
root="2.16.840.1.113883.3.989.2.1.3.2"/>

CA.2AZHH

i P 447 ARG R R TR, 2600 T ICSR RS .
24 (5 B 5 ICSR A ICSR IR # (Wiltn: SIEFAA) HBaE
KRGO F . BRI ICSR bR i FL T BEAERTAS 1 ICSR 437 BEAE
H.

R B

AT 19/ )

OoID T

RVFE A {2 LI I

NE2 Ll
75 10 A S50/ B S P I 5 2
% FUAS B R ok FL ;T 0 i s X
(B:  “CCYYMMDDhhmmss[+/-ZZzz]: )
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CA3MERA

iilakiT] ZEAR R AN TEERE, HTRRMERE, /£ CAWPNET X THREXR
R TTER, EATTPARES.
Bt n RSCER I — AR T B RWEE,  “RE R OB RIRE
R SCER A I — AN R B — DU 7S, “HRESRAL” RONR B RRRE
C.5.4 W fke T &7 R (il i RER B AR X (C.5.4, WA F
far) .
TSR I SRR 5 H AT 4 B 51 R B 9 SRR T R SR 2 SRR T — TR
MZIARIAS Ry “ At .
CRIZBTBIRE” , RVFHRE A REE (IR E D A g 0
BN, MPiaRIESE Rfg e ERAN) 3 5 “RE” IARZAET, “H
B RRKIEE DB KA, ARG AN BRI

IR W

Ky A 1N

oID 2.16.840.1.113883.3.989.2.1.1.2

AVHE 1= R
2 =k H ST AR 2
3 =HAth
4 =JGEFTEIREN O

V5% R

C.1.4 HIRARIZA W & i H

REDAEi=1ze]

XA BN, AR TR BN B EORPEA IR S (R 4 M
AR B H, w5 3.3.1 HipTA.

EEROR B ) — A W U B A 2 7] BAR AT B LAt — SRR R 1) 45 S
C.1.4 PR R H U5 B H

T A IH W

K e EE:EVRy

OoID ¥

FEVFE CEZEN YN S|P
b 5% R

P M s RS HEE A H (BF: “CCYYMMDD” ) &
2 HHTE AR R R H 3
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C.1.5 W3 & & B s B 1 H

iilakiT] J 1% AR RN T SRR A S BE DT 5 B, 2B T R R R (S B H .
(B2, PR HoAth R R (k338 PR eE ) XS 347 T8, % H
MIATE X, AP ICER CAAMMAEE “BIE” , RRXeE—EIERE.
(ARERE YW ak:1 D)

T IAIR WA

B A BRI

OID X

HVHE HEAG BRI
k25 S

P IR HERE v H (. “CCYYMMDD” ) .
% HHTE A AR H 3

RORIEF W RIREVIE ST, RS “WREIAIR S BB E S EHE .

WRR AL ZPRBIEAE S, T BESERRHRE, H CA.5 WHMARENR.

7
7

C.1.6 RiZH R Ah T H X4

M ZRIFAE R S (Bl pRid s BBl FRhkE . OREIER. HE X
b MR RSN . B RIEF FAAT M SCrE, RIS PR EACRE LB R 4 2l
Ho HIRESH I i) AE5 C.4 T, ANYS CA1.6 FINEMFAE .

C.1.6.1 BREAMmcH?

H F4aw MERAG R, OUCSSCREERE, RigE CRRE) AR RIS
“pn

IR W

Koy KA Ai /R A

oID T

AVHE %
2

V5% R
KT UWTE—A ICSR HEsINE Z i, 1S 3.5 15.
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C1.6.1.r RIEHEFRFH KM (LENER)
C.1.6.1.r1 RIZEZHFH KIS

iRk PR E R oo b s R 16 FEA 1S ICSR MRS 4 (BllnimpRic st B2
Brids. PR OB, X Lh. B .

ST NIE Ak, HWIRE CA.6.1 04 “=&7, MLy % IAT,

B R R 2000AN

oID T

FRVHE H A

V5% R

C.1.6.1.r.2 B8

iilakiEL] UNROEF R PR R E TS, R T RS CA.6.1r 1 X 4 U ELSE N
2.

IR GIpZs

Hdh KA N/A

oID I

RVHE BARISAL, N FEF/PDF. K18 /jpeg. N HIFLFF/DICOM. SCAS/fiii B RLA
FI: 5l B64
JE45: fitn DF

V251

RKFWALE—A ICSR PR INEZ M, HS 05 3.5 1. M THRIREN RS
TR TR E A B MG O R B, e “ RRVHE Y B& XK E AT E X

C.A.7 %A BI 2 B i R A M AnE R 5 KK ?

iilakiT] IR 5 ) SRR T R BT TE R R oK o gk 3 1 FH L 2 Je R LASR
B 5 9] 2 75 57 A 2 b s o5 PR
IR R WCE I AN, B SRR, A 2 B R A Hh i
HIER” RIME, FTREANIE F LR E E VAR

ST NIE W

Kl Ay

oID I

RVHE 5
2
AFEEEE: NI¥

V251

5 CA.7 XM AR T &HAE ICH E2B (R2) #¢ X cfbh g TalkEm H, 114
RIEFF R E2B (R2) #AE BN, ARTA “AeEBER” ; EHAMBR

T, RBgiER R E R .
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C.1.8 £ FRkME—H BN HIHL
C.1.8.1 1 C.1.8.2 WAAE, I HIEBE 5 AT R A S AN AT 5 2,

R A UL TR ICSR (Flnsk B 4805 CIOMS. IHISC&ESSE) , Al
“¥iR” T ICSR, H C.A.1 A1 C.A.8.1 FHHIARIASF (NAEFIREZD A,

RSN, SHRENAESIE TR CAA TEHS AR RIEE ORI e KM
—HRRSF, [HARIE K C.1.8.1 F1C.1.8.2.

MBI RV KIEFR, C.1.8.2 Mbrid A 1 =l ENM.
A EN SMOHIUE NI ROEFH I, C.1.8.2 MDA 2 =HAt.

C.1.8.1 & ERete—R5 iR A1

REDAE =1z2] Z W5 CA1.8715,

P P A2 S B it e 3K AT RERE I 1) A AL e (it B XA mT e A2 Ak
BT BRI B TR A, FRANEEER H O E B S A AT
Bk .

T AR W

Ao 100AN

OoID 2.16.840.1.113883.3.989.2.1.3.2

FLVFE B3R G R BA ILEE CAA AT Fi3Fe)

Mk 55 K

CRIZEFR URED ZAaREME—RAEE” (CA) Rl AERME—RE BRI
57 (C.1.8) HfEc RIS Bt HL7 ICSR A 1)
“investigationEvent” SZAAR T EE XML J@tE<id>H (Z%526, S I |
(D) ) . ICHHM/ME— ‘2.16.840.1.113883.3.989.2.1.3.1" }
2.16.840.1.113883.3.989.2.1.3.2° —7E investigationEvent.id [ #54>, LAX
4+ C.1.1 1 C.1.8.

L R AR &R C.A1.1:

<id extension="country code-company name-report no" root="
2.16.840.1.113883.3.989.2.1.3.1 "/>

il L R Aric &R C.1.8:

<id extension="country code-company name-report no" root="
2.16.840.1.113883.3.989.2.1.3.2"/>

RERME<id>F LIEFE B ES, [HEN T —hirE 2tttk ERME
“2.16.840.1.113883.3.989.2.1.3.2” "~ 4TH — A H.—H<id>J@ M SLAk .
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7

Bl B ICSR B, MNAEFSHER “RIEEHER R 2 —iR e
(C1.1) , HA1SH N C.1.8.1 1 C.1.8.2 [FfH.

CA.8.2RBIMENRILE

EDAE =1ze]

A TR H TR AW AE G 2 AL LT ICSR B A& & 2R AY,
s SRR R ILEZ T, C.1.8.2 MibRic M I AN .
2 N BN LA H BN VIR K i%E T, C.1.8.2 Nbric A H Al .

IR WA 2
M N
OID 2.16.840.1.113883.3.989.2.1.1.3
FSLVHE 1=HE N
2=3L4th
k25 S

C.1.9 HAdRFIAR R
C.1.9.1 BRAE A& 58 I A S Ad o 61 4 IR AG

iVREET] SR “R” B, ASHSIEER TR . 24 ICSR i &8 AR (bR IR H 6 5 48 e
A AN [ R AR ) B R AT S 4 b, A £ FL A9 49 B IR 755 2 47 T B oo 3%
C.1.9.1r.2 1, HUMAFRNIZICREL I TR C.1.9.1.r.1 .,

T IA DA

Hd A AR A

OID I

FVHE &
AEEAE R NI

NS
“HB7 AR R RVFIEME . BEIES MEIE TR R Bl R
EE: NI,
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C.1.9.1.r IRBHR ARG HIRIE (LERER)
C.1.9.1.r.1 JRHR B ISR IR

iilakiT] ZAEE RN S CA1.91.r2 6, HLULRS it s f] B T1E
BT R (WUAAFD o e MbadB B e, WERRE, &2
BEECA.9.1r1 (R C.A1.9.1.r.2) FFTA HARE R A — 5 K. It
Ab, AE C.AA HREA K I% 2 100 ] 43 BT 04095 91 Rl RSt S B 8 AR L TG 3R Y

L IH A, {HRRWIR C.1.9.1= “&” , NILICALIEII,

Hdh KA 100AN

oID 2.16.840.1.113883.3.989.2.1.3.3

RVHE EREEP&N

V&S

EFH LA M rid & s C.1.9.1.r.1:

<idassigningAuthorityName="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"/>

R RRR CA.9.1 a2 E,  “REIRAITEHRRIE” (C.1.9.1.r.1) F “JR
BREZS”  (C.1.9.1.r.2) HMEN 53 73S 7 idassigningAuthorityName”
Fl”extension” 2 J5 -

C.1.9.1.r.2 JRHHRHIFL

EVaE ] ZAEEHHEICEN 50K CA1.9. .1 G54, LSS #1144 ICH ICSR
HEAT F AR A A R RS . SRR A AR B B e ], TR RS R
FEHAEAE CA.9.1.r1 (F1 C.A.9.1.r.2) FFTA HARE BRI — kK .
UeAh, 8 C.AA R BEAE A1k 2 120 ] 43 C 1R 91 R ol Rt 8 B, 48 AR L TG 3R Y

BT UIA AlEE, HAEWIR C1.9.1= “&7, NI 0T,

Hdh K 100AN

oID 2.16.840.1.113883.3.989.2.1.3.3

RYFH AR CET 3 WA CA I P HerD

N5 W

L M rid & s C.1.9.1.r.2:

<idassigningAuthorityName="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"/>

FRAT RN C.1.9.1 dn &2 (8], JRBHRBIIS A RIE (C.1.9.1.r.1) FaE 61
i3 (C.1.9.1.r.2) HI{E N 475 7E " idassigningAuthorityName” A1’ extension” 2.
Eo
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C.1.10.r 5FMEMKKIME RAL (BENESR)

EDAE =1ze]

TZEHE 70 TR R T EA R PPl 1 5y — 4 5O B B IR S . X LR R T,
[FERE R AEAS R A RN BESR AR -T2y W8 SR () 2% 2 1) Ol o SR 7
WA E—BE N2 i PRl 40508 UK A K] ICSR (HE& #IL E2B 42
BROE—p GRS Bk H [F— 4R SRR S CREMEHRE) o ICSR Z[H
RERMER, NAE H.4 g,

Bitn, R KIEEFER ICSRA 5 ICSR B #HE B, M KIEHAE 2 MR
B mHARE TR C.A1.10r CRAE— Mk &1 C.1.8.1 MUEIEAE S — Mk & i B
JCE C.AA0r i, 5 R C.1.8.1 [HIEAE S — RS I BE T R
C.1.10.r )

ICSR C.1.8.1 C.1.10.r
A123 cc-MAHy-A123 | cc-MAHy-B456
B456 cc-MAHy-B456 | cc-MAHy-A123

JUEH B — RS TR A B AT E2B A 3kME— i iR 55 C.1.8.1 (MK F
F ICH E2B f&#id it geai sl ), (BN AT HEAE 2 4> ICSR H3E 5 %

PILEK
ST NI GIp:S
EAET TNt 100AN
oID T
RVHE H A
N

CA11 MEEERMEE
CAMAREHEEMEIE

REDAEi=1ze]

AU TR RN AR AL R B4 ICSR B A IR AR S B 7 EEZ IR i

4

PR 285 451 2 A L5 81 R 1

BIEIR S 2401 BlUNE NS B Jr sk TR RN, —SH7BEGEILE, AR
AR NARTE . P B PEARAHE B SRR R P
FEFRIRZTBIERGEHIEL T, NSRRI “KIEER ORfD %
SR ME— NS (C1.1) AT “AERME—SRHIRAIS " (C.1.8)  (BISMEDLL
C1.1 .

IR D B ACBRAE CAR R A, WUINLMECHT “ROREI (R Lo
ME—RHA5 7 (C.A1) A1 “AERME—RiFIRAE " (C.1.8.1)

FEAZ IE B IR AR o, An SR S ERIER S R BI85 2, T4 C.1.5 1 ®
At it o H I HAS 32

T AR Cipv
Aol 1N
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OID 2.16.840.1.113883.3.989.2.1.1.5
FEVFE 1=AFR

2=f21E
Mk 55 R

CA M2 ERMBIER R E

iRk ZHE TR FRBEAEAE S ICSR BAF E BB L IS R . (9 L e P 30 o A S R
BEFEREN, —HFRMECBIE, W AR RE, mHEME, SEE
PRk R SR 2 RVE) o A5 REAEAE C.1.8.1 FR R A I AH [A] f) 4= BR i — 99 51 17
SRS ZE G E, B IER T C.A.5 WCBIARHR & ok H A H HHANS B K.

ST N IE e, (HAREE T CA11.1, NI AT,

B KR 2000AN

oID T

RVHE H A

N
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C2r ERIEERIE (LERNER)

LR M ICSR 15 B # Mi% ICSR A5 B EERIE . WRAAAEZARIE, “HTREH
I EZRYE”  (C.2.r.5) ZELMIZAIEHEME ICSRFLIN G MK KkikH MR
H N EZORIE LD e A C.3 iR,

C.2 -5 B EE R

C.2r-FERFE (NEREL)

C.2.r 1.1 -5 H AR
C.2r1.2 -EHEMLT
C.2.r1.3 -EH M A4 7
C.2.r1.4 -MEHMPER
C.2.r.2.1 - H AN
C.2.r.2.2 -5 FH FrfEHsI]
C.2.r.2.3 - &5 # P ik
C.2.r.2.4 - H FraEm
C.2.r.2.5 - EHFEM A
C.2.r.2.6 - 5 & B/ Hh X [R IR E i
C.2r2.7 -MEHMHEF S
C.2.r.3 - &EHE HE KA
C.2.r4 -4 R

\\_ C.2.r.5 AT I H A L R _//

ETREH
WmEHEWMEE | REEFKE
= %
WEHEN S AEE B oy, I EMEE%
C.2.r.2.1
C.2.r2.2
C.2.r1.1
Cordo C.2.r2.3
HIETR Cor3 C.2r2.4 c.2.r.3 C.2r4 Cc.2.r5
C.2.r25
C2.r14
C.2.r2.6
C.2r27
= Wak 1= W5 H CEEORIED MR AT AE 52 1) L0 1) 58 ol i [X AR 25 M ER PR . 455 &

DR BRI, NIEHEEAE R .

B, BMEARRERMTEER, BRI R T ZORIEN DI E — AN (5
B B ORIy — AN AR R s

IRDURIE R k4, HAAR S VEZOREE LA dar i 5 3 (1 42 4% Bk 44 ¥ 7 BE R
5, WHHEIGE C.2r1.2, C2r1.3Hfl (8D C.2.r. 1.4 Al HRHE R % B R a5
FRESR, WNEREEM g AERER. RTHEAAZEEE (nullFlavor)
SRR R I AE B BORAR S5 B4R, 165 LS 3.3.6 17,
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k55 R

AN ICSR RLAA — MG X R 2R 1 E 2R G E (FZRPED -

MR A SR VRV R, FTREAEAR RIS B b 7 Bl fR i 3 e B
HRAITER.

WNSRAGE T FNIER S SR TR, (H i T HulE AL EORI kAR5, WA
RiAESIZ S G RAT R, B A e RS E=MSK.

KTHAATEMEE (nullFlavor) SRIEAGRK HIE B BURMEHIIE B AITER, 1§
Z L5 3.3.6 11,

C2ri1MEEHWBTF
C.2.r1.1 HEH KR
iR R TC R RN R
T I Cipvd
Hdn LR S0AN
oID I
VA H A
Roe#iE H: MSK. ASKU. NASK. UNK
N5l
O, C.2.r [lk 55 Fi ) o
C2ri12fEHNLTE
iVaEiT] E2E/VW + TN S e
R IA Cipvd
Hm AR 60AN
OID x
VA H A
A5e 5 MSK. ASKU. NASK
N5
O, C.2.r [k 55 Fi ) o
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C.2.r 1.3 REHKHIE L

ikl ZEAR TR B R IEFE N E A .
IR GIps
EAC/TERYIY 60AN
oID I
FRVHE H A

A5e#fE R MSK. ASKU. NASK
N

T C.2.r kg5 F

ISO / HL70953-2 ASCHE “Hifal 44 ” BMEer, Blibfedm “hid” X—F 8N,
L “Z7” BB RBAEmMZILR. B0 “BF77 BRERRREENHZ
T BT “ATT BRI ER TR A . AR IR T A4 T BT .
<name>

<prefix>C.2.r.1.1</prefix>

<!--C.2.r.1.1: Reporter's Title #1 -->

<given>C.2.r.1.2</given>

<l--C.2.r.1.2: Reporter's Given Name #1 -->

<given>C.2.r.1.3</given>

<!--C.2.r.1.3: Reporter's Middle Name #1 -->

<family>C.2.r.1.4</family>

<!--C.2.r.1.4: Reporter's Family Name #1 -->

</name>
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XML i B Al s R S PR I 28 (b Bt F 25 A i1 )

G.k.4.r.4 FFER25 251 H BAFIE 8]

iilakiET] ZHARE TR IS FIT MR % 25 H WA a] .

ST NIE GIpS

Hdh KA H 93/ [71]

oID I

RVHE e #fE R MSK. ASKU. NASK

N
Fr T MBS HEBE A4 (BT “CCYY” ) .
ZHBTE AR KRB, XTHAAAEEERE (nullFlavor) SRIFIRERE 1S
BECREHNERNTEM, 155 0 3.3.6 7.

G.k.4.r.5 KR Z5 ) H BAFIET 8]

EDAE =1ze] ZHHE T RIS E KA R BRI ], e S/ R A Ja, EsR 2, 128
fEeR A, HHRHS 2RI (Gk8) o WiRFIEgZ{HH
HIRA, FTE Gk4rs PUEFIE YA TSR,

T IAIR ik

Heha A H 39/ )

OID T

FVHA AEEAEE: MSK. ASKU. NASK
MEZ5 R

B B ARKEHERE 4R (BRI “CCYY” ) o 1% H TG AR R H .
KA EEMEE (nullFlavor) SRR K IME B BURME 55 B AT,
HZ W4 3.3.6 11,
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G.k.4.r.6a £ ReEmt 8] (B{E)D

IR FR AR I [R) 3 H 48 25 T 4G /45 0 H WA 8] 3 3hit 3B . SR, A AEAEAERS UE
M5 25 FRr iy (Rl a] IS DG, Bl an/ e sl eh . R H, B bl 2 H
HARF, (EIREPHERTALFEENEIFRMEE, W HHAN, ZEdE cmzthn]
Mo fEXFEN T, HE OF@BEEE R AT HIES 1 MR TR g
RIME B ARG AW SRSy a], AIEEEMES 2. ZEdE G R 10 A 2L [a]
Bl (BE) .

BB NIE ik, (HWFEE 7 G.k.4.r.6b, I HIF 0 I,

B 5N

OoID xI©

VHE B

M 4% R )

G.k.4.r.6b LA I RFEERTIA] (AL

H 7 6 AR TR “CRAFFE R 1A (Gk4r6a) .
IR A, HINGURE T Gk4.r6a, NILTU 0T
ECEESt 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

fVFHE BRI UCUM R

k25 S

G.k.4.r.7 #tR/#HS

SNkt FEAE T EE T SRR S %S B AR S e R, AR
BEARER . LT AWM SR, H3 AN bEE
(Gk11) .

R Al %

B 35AN

OID o

SV &N

NZZNl

G.k.4.r.8 FEXA

SNkt UL AL RS BN, ZEIR TR ICF AR CAER, B R T g
W F BRI 2 S E . TER E S S BB T 2 R 11 B
TE.

R LIA Al 3%
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MK 2000AN
OoID o
VWA H AR
Mk 2% %R

G.k.4.r.9 Z5¥55| R

G.k.4.r.9.1 ZZPHIR (HHXA)

P fard 2 CMIFIARIE ID” (G.k4.r.9.2b) ANHTHKE, iZEAE G R IC 2L
H SRR

NI nJ ik

Hfu R 60 AN

oID o

JIRARIE H B SR
A5eE(EE (nullFlavor) : ASKU. NASK. UNK

N5

RKTHHAATEMEE (nullFlavor) KRS K HIE B BRSNS B AT,
HZ W 3.3.6 11,

G.k.4.r.9.2a ZG¥FIEIARE ID hRAH HI%R S

iRkl ZHIE TG R IR AR BIARLE 1D A H .
IR Al

B LR R4 1SO IDMP,

oID x

FRVHE R4 1SO IDMP,

V251

G.k.4.r.9.2b ZZYFIRAE ID

Dk et 1 PhPID (G.k.2.1.2) AuTH, T RLfE H 25477 B4 52 #2374 LA 1SO IDMP R
i 1D RoRAFIAEL . WRZGWIFIBARE ID ATH, MRNAE Gk.4.r.9.1 PifH
H HHSCA

IR GIpZs

B LR RHE 1SO IDMP.

oD R4 1SO IDMP.

FRVHE R4 1SO IDMP.

V251
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G.k.4.r10 B2
G.k.4.r10.1 5452 (HhHXAE)

H P 4aw W CARBEARIE ID” (Gk4.r10.2b) RuJHIE, MBI TCERICRALIRE
(1 E SRR . RS AR IR EE B AR, AT DA RE 4 A e 5
(nullFlavor) .

A LIH GIps

EAE/TERYY 60 AN

oID x

FRVHE H A
55 E (nullFlavor) : ASKU. NASK. UNK

V&5

RTMHAAEERELE (nullFlavor) Ak s 2k i)(E B BUR & 55 B f e,
HZ W 3.3.6 11,

G.k.4.r.10.2a 525182 ARE ID A H IR S

EAE T U TC R RN Z R AR 1D [ RAS H 3
TN IH Cipe

Kl fR4E 1SO IDMP.

OID "

RVHE fR4E 1SO IDMP.

N&zS W

7E 1SO IDMP Ai3E ID AT H AT, f#H ICH E2B (R3) fLR4%3 14 F (I pA G
=

G.k.4.r.10.2b 52582 ARE ID

EVRE 1]

NAE ] 26 Zr 750 2 0 2%, DARAE ID $R4E45253%4% . 7E 1ISO IDMP AiE ID
AT, A (F) A A AR 53R . s 7o 2 A R AE A HAth
PRI

AR LE ML, MEdE TR RN ) LEMR L CGEED NS 4@E. X
WM A R, Bl AL, (BTN LE I G 2ikie. NAE
G.k.4.r. 11 A/ BRI 45 25345

TN IR

Cipe

fR4E 1SO IDMP.
7t ISO IDMP TermID mJ FHHi7, 4 3N,

OID

4 1SO IDMP.
7E ISO IDMP TermID 7] FH R f# H .
2.16.840.1.113883.3.989.2.1.1.14.

FEVFE

4 1ISO IDMP.
1E ISO IDMP TermID n] H#I, &R 1 (F) rfidsx.

b 5% R

ICH ICSR sLjititE

2016 4211 H 10 H

-122-




G.k.4.r.11 BB 2582 (RXB-)LEMRILIREG HIED
G.k.4.r.11.1 RIBKEZe%ZE (BHEXE)

DRk EIE] Y CYRAEARE ID” (Gk4.r11.2b) AETHE, R G R RRA AIREN
H SR . i REER AR ARG S, WA DM E A BB E R

IR CIpZAiY)

B KR 60 AN

oID I

RVFHA EEER@&N
e 58 ASKU. NASK. UNK

b 55 #R

KT TR BB BRSNS B i — P 1ar, HS L5 3.3.6
o

G.k.4.r.11.2a TELZREARIE ID aHBIRS

Dk et ZEIR TR IR AIEEAE ID A H
ST NI GIpsS

Ko A R4 1SO IDMP.

oID x

FVFHE R4 1SO IDMP.,

V&5

G.k.4.r.11.2b RIBHIAHEERREARIE ID

Dk et AR T RICF B R A1) (HFIEE Gk4rl 2 Gk4r3 Ffid) Mo
MG VRGE . KRB 2R NAT ) 28 25 22 il 3R, DMRBEIIARIE ID.
£ 1SO IDMP TermID ®] 2 &, M1 (F) S siaRamsE.
70 Z A RS FH AR IR A o

IR CIpZAiY)

K A R4 1SO IDMP.
7£ I1SO IDMP TermID AJ f 7, A 3N.

OID R¥E 1SO IDMP.
7£ 1SO IDMP TermID w] I 1 {3 ]
2.16.840.1.113883.3.989.2.1.1.14.

FVFHE R4 1SO IDMP.
£ 1SO IDMP TermID v HH, EMAHM 1 (F) iz,

V251
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G.k.5a B RERMERBIE (O

R

GHARTCRFR AN FAE, RN IR B A 2 — MRIE . KB
ISR LS T A

AL, (HARIAE T G.k.5b, MIETH A I

Hha A 10N
oID T
foVFHE Ha
Mk 25 BRI

G.k.5b HIRKAE MK RIRFIE (AL

H P 4aw ZHE LR TR G.k.5a HEUE AT .
IR Ak, EWREE T Gk.5a, N HITCA L.
B KR 50AN

oID 2.16.840.1.113883.3.989.2.1.1.25

FRVHE BR#I7 UCUM A3FS: {DF}

N

UCUM st ¥ F JE s frdnic & m A T3 UCUM Hifidric. 7EXFpfEHT, wlf#
FI{DF}F XML % 2.

G.k.6a BT HIZE (X0

EVAE T ZEIE IO R RN i T R I A AT

T WA Ak, HURIAE T G.k.6b, MUILIA I,
e/t 3N

OID "

FVFHE HfE

k55 R

B, A A HER (Gk6b) .

G.k.6b R ER I (BAL)

EVAE T ZEAR TR I G.k.6a HEUE AL .

TN IR ik, HWRIES 7 Gk.6a, NI LIHLT.
Ve /Rt 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FEVFE . L HE UCUM RfiG: (=4}

NS W

e PR SE B P RO BRARE,  (HORAE UCUM moE SCH, AT B A KSE 5155, an{=
A}

ICH ICSR sLjititE

2016 4211 H 10 H

-124-




G.k.7.r iR HIE

RORE (HERER)

G.k.7.r.1 EERIFEHRE HIEPE

iilakiET] ZAHE 0 R TR UGS F IERER (B A T IR E BR AL % 1 SRR
FZBERE . QR AR IR IR BCR AE R, WA 20 A 28 AE B

ST NIE GIpS

Hm R A 250AN

oID T

RVHE H A
55 R ASKU. NASK. UNK

V5% R

KT TR BB KBRS B2 — P 4am, WS 05 3.3.6 7.
THAE XML se Bl Al ] 5 IR a6 SCA R PER NI A S BAR R (S H L4, S M=%
I (D)) .

G.k.7.r.2a ZR15ERE K MedDRA 4

EDAE =1ze] ZHHE TRV GK.7.r.2b il I ) MedDRA it 4.
T AR AL, (AARIAE T G.k.7.r.2b, NIETH A I
Kl 2 4AN

OoID ¥

FEVFE B <7 GO

b 55 R

> ICSRALALYF 14> MedDRA Jii 4% .
%I T MedDRA WA 15.1, HVFHEN “15.17

G.k.7.r.2b i&NIEE

(MedDRA 4zT5{H)

LR L] MR T F R 2 fhIE RE ) MedDRA fIRA71E (LLT) Zfid{H .

T IR AL, (HRMRRA T Gk.7.r2a, WA,

i 8N

OID 2.16.840.1.113883.6.163

fVFHE A

k25 5
WRAE Gk7.r1 A TAEEER, EEHE A1 MedDRA RIER K BAIE
FA B3 B
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G.k.8 B3 20 R B $ i

EDAE =1ze] ZHHE TR IC B S, TERZ YRS . Bl “17 (I 1EH]
7)) 5 ORGSR KRB R” (EL7) —@MiRn, RoxEHK.
BB AR RN RAE RS T BE AR B MR IE (Gk 1) N “R4 27
i, NAEH “ AEH -

M CAEAT W, NAE H AT SRRAE R

TS A H CIpd
Hm AR 1N
oID 2.16.840.1.113883.3.989.2.1.1.15
FVFE SRHL A ARAD
1=1F 1L %

2=/ 7 &
3=Hg &
4=FIEAAL
0="Ait
9=AiE

Mk 25 H

G.k.9.i ZY) R ML/ HERE CLERER)

AR T EHEY (k) HSEANRB/FELE () Z A S HERR B AL 5 7 2.
EFHERI (r) KRR FSRIESOME AL A EVES . BT HREMER, S+ BRN%E
R, BERGFEMSEMERCR, CNREXFMEMERE UHEGT A RMERSE) @
s U I BT ReANIE o

PAF 7~ Ui B 7 A5 s 2 B D de

o IWEEREINARFM: F, FH2MFEMF3
o RFEIEML T FAR 1 M 2 PR FRICRIEAL, (FORIGMEFAE 3 R C R

filio A EXHR R RV R E T BAREN R, KiEFHERIDA BBV .

o IREIRMET 2 FMRRR RGN IE, —FRAES (BFEIEND , B

Bayesian - #rik (L&) .

o MR ECHEG, XTFIREHEILE 2 HBYE (2 = X1 WEE , TR

B IE 6 HEWE (3_FH/F X 2 V-7 , At 8 H¥uE.

HA R (ERME SR GkO.i2rx (i x%F 3N THIE TR 1-3) . iBE
B, THIRETE -3 EHEEM. 0T Gk.9.01 /N, RH E.idiRB/IFHMENHE RS %,
/M Gk.9.0.2.r1, Gk.9.i.2.r.2 #1 G.k.9.i.2.r.3 AEER K bR EAL B 7 18R
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G.k.9.i.1 G.k.9.i.2.r.1 G.k.9.i.2.r.2 G.k.9.i.2.r.3

B RS 1 R | s SRR %

2% "~ e REN TR %
AT U fif 0.76

1E i R 2 103 | ARV S

A% "~ e REN TR %
| GER 0.48

15 QXM 310 | AF S N TR

A% "~ LS 0.22

7

IR — LR 1% 2 7 2900 R R A I — R AR B R A A AR BORR I AR S, U
BWESIZAYMEARNPEIRKR. HE, oK Gko.il1 £ Gk9.i.2.r3 NH=E,
B Z I A 2K .

FEHIEITTR Gk 9.1 £ Gk9.i.2.r.3 FH R AR MBE R KA VG . MAh, HATHRL
AR Tl — 20 R KR (AL B A 45 R

TINSEE AN 52 HIA 75 PR 2 M2 A B SR R A 1 5 M IR VR A

G.k.9.i.1 K M/EHFHI VP

EDAE =1ze] SHIE TR LR E RN AAZSHE, TR B RN IR . %0
A PRI

T A IH CipvA

Ko N/A

OID ¥

FCVHE N/A

b 55 #E
RARH MR TR

G.k.9.i.2.r i 4 5 R ML/ FAF MR ME (LERNER)

G.k.9.i.2.r.1 PPt HIRIR
EDAE =1ze] ZHAE TG R RN G.k.9.1.2.r.3 HHIT Ak 45 R SRR .
T AR Cipv
K e 60AN
OID y
FEVFE EER@
Mgzl
ICH ICSR Ljitif e 2016 £ 11 H 10 H

-127-




G.k.9.i.2.r.2 VPt ik

M fa ZHAE TR TR G.k.9.0.2.r.3 hIFAG T ISR, L SRR
Bayesian H.i% %,

se b IH Al

K dhs R 60AN

OID "

RVHE SREEREN

V5% R

G.k.9.i.2.r.3 & R

H P 4aw BHHE T RO FAR M IO . 1% B BOR TR BT I 59
IR Ak

B KR 60AN

oID T

FRVHE H A

V251

G.k.9.i.3.1a JFUG4 24 IR M/ TT 46 2Z A1 H B[] TE) B (300

EVRE 1]

PR IO B RN G P IR F S N T 6 22 [ (i e (R B R A (o o gt 1
HAHW, B R A BTN SO0 N ARSE 2 G Ta] b R R A R
(Bl s B BARIE A RS 0 H I, HOmKTEBRESEE. WRA
A Ay SR AL 1a] (] BE AN E ), 25 2578 H 0 H YRR Dy a] Uil i 5 1 K

AL, (HARIAE T G.k.9.i.3.1b, NI AT

K2 5N
OID N
S (it $if
b %4

G.k.9.i.3.1b FFUR4 25 2 R B/ I 46 2 R A e TE RD R (B

ik FHEE TR X R IE G.k.9.0.3.1a T 1 BT
IR e, (HAUEHEE T Gk.9..3.1a, NIy 2.
B R R 50AN

oID 2.16.840.1.113883.3.989.2.1.1.26

RVHE B 4 UCUM AR

V&5l
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G.k.9.i.3.2a RIRAHE R MNIFEHTFFIBZ e Rl EFE (B0

EDAE =1ze] AU U R RN LY AR R NG 22 (8] e B () RE O HE (Ko o B ft 1
HA H, B o= A BT LU SO0 T AR 51 ) B A A R a] - ()
IR U N BCRE A ], EEmKTEBREZER. mRKIEE
A B PRSI ] [RD R AN 33, U025 265K A 5144 DAy ] B O 1A 56 1 K

L IH A, (HURIAS 7 G.k.9.i.3.2b, LI A L4 3HII,
Hd A 5N

OID I

RVFHE Hfh

NS

G.k.9.i.3.2b RIRE L 2 )k BLIEHFF a6 2 18] f B 18] 8] R (CBAA7)

EVAE T ZHIE LR LR ILR G.k.9.01.3.2a HHEE I AL

FE TS WA Ak, (HWAIES | G.k.9.i.3.2a, WUHLI YL HHTI,
Hym KA S0AN

OID 2.16.840.1.113883.3.989.2.1.1.26

VA PR A UCUM AXHS

Mk 25 H

G.k9.i.4 BRAEHFREFRRERM?

EVAE T ZHHE TR R B E R M EHA A UL OIS . IR AR AR BT T
B, WARAZ ZHHE T R AT Y.
e ILIH Cip
KRR 1N
OID 2.16.840.1.113883.3.989.2.1.1.16
FCVHE 1=2- (FRGZE, FIORAERRD
2 =-1 (HRGH)E, REUCRKARND
3 =- RA (kG Z)a, SRR FD
4 =7-REH CRERGH, FRREANEH)
b5 R
IR IGEF R B HIRG 2, WA NARRZEEE TR .

G.k10.r ZYMHIFSMER (REB) (MERNER)

EVAE T R TR R E AR N, SR B SRR HAAE R . B SR R
T REEZIE DL, EAMEZEAR TR PR “37 (SCFEMRI T2
2D o WRHINEEAGEHE G.k.10.r ik, WAEHEHE TR Gk.11.

FE AT IR ik
Ht 2N
OID 2.16.840.1.113883.3.989.2.1.1.17
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AVHE 1 =52

2=HZjd&

3= IR

4 ={FH] 1 A ROH 2 5
5 =kl At S
6 =t il A G IS
7 =25

8 =ixH

9 =il

10 =HRk 2 7=

11 = 1t A

b 55 #E

G.k. 11 AW HAEE (B BHXCE)

EDAE =1ze] ZHARTCRILFRAETCR GRAOr FRFIR AR B i SCAR N AR 255 2
Blan, G.k4.r7 RIS AR, KRBT R TR,

R ik

Hdw 2 2000AN
oID T
foVFE H HHSCA
Mk 25 AR

WA fE, ZCRTEX ML T G.k.10.r ARG H R kB A R AE
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H SUARBIE ENH—PER
H.3 A1 H.6 152 ] B, LU A 05 2 (R R A PP S L/ P D3 S 5 5 A 5

H 7591 5 25 ik P A 15 2

4.1
H -0 1] S 45 R Al B
H. 1 - RUA BB IR R . V6IT H it 25 SR S LA OG5 2,
H.2 -k #H 1P
H.4 - K3k [Pk

H.3.r -RiEH MLk (LERFER)D

0-n H.3.r.1a - Tt ik FE L Wilss SR (80 B/ Ft 8 5o
241 MedDRA R4

H.3.r.1b -RIEH S WA AR (B AR R R S 0 55 o
2% (MedDRA %#t5)

H.5.r -F BHE SRR 612 85 AR 5 3 PP g
0-+n CLERER)

H.5.r. 1a -9 {7 2 45 AR 75 3 AR e A
H.5.r.1b -Ji 5] S &5 Ff & # R ERE 5

H.1 RBIAUR BIERARRE. TR, &R EHAMMERER

ik SR IC RS SUOCTEN . BCSTANE R A I, AR A 11 B A B
YGAT

IR W

B R R 100000AN

oID I

FRVHE H A

V251
/> ICSR L AELHE— A Bl A .
ZERE TR AL S R F BURIE R BV TRYE -
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H.2 & EH KR

DRk Y2 AR TR AT E T RS R A B AR 6 1 R
TN IR Ak

Ve /Rt 20000AN

oID ¥

FovE{E H A

V&g Yl

H.3.r KiZE 2 (LENES)

H.3.r.1a §xt RiEHE SRR (8 RMNIEMER 22K MedDRA R4

F e ZHIE L E N H.3.r.1b T Al ) MedDRA fiit A< .
TS A H 3k, HIMEEE T H.3.r1b, T I 045,
B R R 4AN

oID I

RVFE HUEA <7 D

N2 Ul

4 ICSR AL A 1 > MedDRA fiii 4.
T MedDRA 4 15.1, &FYEN “15.17 .

H.3.r.1b RIZEZFZHEERN (B NARKRMEHERH 5K (MedDRA 4iEE{E)

P $ard A CR N RIEF R T — LS, B ERAERVEIR & FE RS N — N R
ZWre A H.4 TIERARE RIS AN EH MedDRA &A1&
(LLT) Zmh5%1E .

BB NIE Ak, HAREE 7 H.3.r.1a, NHIT AT,

s 8N

OoID 2.16.840.1.113883.6.163

VHE BiE

Mk 2% %R
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H.4 Ri%&E KTFe

EDAE =1ze] SRR TC R T IOEE RGP, IR TR AR SIS E A A —
B (8O HAhizWr. wehh, A CA10r 2 A ICSR AHCERMIENL T, M
FESE VR AR SR A o

T IA Cipvd

K dh R 20000AN
OID x
RVFHE H A
N5l

H.5.r IRHEESRRAIRENRE ERIFL (LENER)

ARG TR AR IR SR IOT AR, LU IR A 5558 .1,
H.2 1 H.4 15 5T S 0V 25 X6 (7 Vs

IR — L EH F A X R, ¥ H.5.r1a 5 H.5.r.1b &3F, DLAESEEE = A% kot ik
FH IR

H.5.r.1a i fa &R G & e A

EPakiz1] S HEr .
ST NIE GIpS

HmRA 100000AN

oID T

RVHE H A

V5% R

H.5.r.1b R 6l B & Wik & & MERE S

VAR 1] 5 B B bsife . T 3RoR 18 & A ARRCHS-26 2 5. alpha-3 4GS, f2 1
H.5.r.1a F T A 1935 5 -

T IR W H.5.r1a OIS, WLy DRI

At 3A

OID 2.16.840.1.113883.6.100

RYFE ISO 639-2/RA, alpha-3

k25 S
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3.5 IR

RN TEAE R, ICSR KK IEH " Re Tk SCHEE A ICSR BB F. BHE AT iR 7E ICSR
=B (EARVESIF A URL VE N . PREIERE N ICSR 15 B ) 3 B £ 1
— I BEAT R
3.5.1 W58

W% R BRI A ST S B DUAMAIG IR SO (OB an PRGSO i P 45 B0
B, B X 28 e AE ) BF, B C.1.6.1 BER “27 , FRELRLE C.A1.6.1.r.1 HAHIZ
AFRIULE . AN, ZSCH T SO R B E C.1.6.1.r.2 HR

PHE NI RIESCER BN, NAE C.4.rA Hd skl R R SCER B, il s
A (FIATISCE) R C.4.r2 TAE C.1.6.1.r.2 Hh CET AR TG EIIVEA G,
HSIE 347 .

E—ICSR 1, AR MEZ A AR (C.1.6.1.r) FISCERFRE (C.4.r.1) LI AESR
R BARFIAR b2 e R LR e bk 28 (i PDF. jpeg. tiff A1 DICOM) 1E AB44:,
{HEFAN L X 00 52 AT DAL B R SO SRR RN SO /N o

2 ICSR £ E— U & 2 e e & by, iR E2B (R3) HE o= Pid st E s
SRS AEFR, WNE “WREFEEMZIE” (CAA1.1) TR “2=B1E” (30
CAMAEM) - BN, NAEAM VIS L ICSR K.

3.5.2 FAHE
BN ICSR XML A5 B b o $AE B4 1 SRS AR B 4 AN T 3252 1) o
AL H 34N EM, MIE C.1.6.1.r.2 8% C.4.r.2 RGN & M 15E 241 .

i AR FRREEEEIERE, IR R PSR T B TR R RFC
2046 (http: //www.ietf.org/rfc/rfc2046.txt) Rtk KEHE25 (540 application/PDF,
image/jpeg. application/DICOM) . @A 2RI ERINE A2 STA

i. BAEA: DaBEBREHEAZRM, ST SOAREIMEH TXT 8% T Base 64 4uhd i — it
il #HE 15 H B64.

i, E4E: fenBdE 2 meEgn, DAAE A R 4 vk BE (B DF RonfiEH 1
deflate 5.2 .
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3.5.3 XML SEH[)0H

24 ICH ICSR 1 B 2 AU AMHERE, —A R PDF X, B — 1 AE4EH JPEG
A, XSS G AL AR A T I S P g A AE A T XML 241

<reference typeCode=" REFR” >
<document classCode=" DOC” moodCode=" EVN” >
<code code=" documentsHeldBySender” codesystem="
2.16.840.1.113883.3.989.2.1.1.27” />
<title>C.1.6.1.r.1</title>
<text mediaType="application/pdf' representation='B64'>
omSJUEdmde9j44zmMiromSJUEdmde9j44zmMirdMDSsWdlJdksIJR3373jeu836edjz
MMIjdMDSsWdlJdkslJR3373jeu83MNYD83jmMdomSJUEdmde9j44zmMir.. MNYD83]
mMdomSJUEdmde9j44zmMir6edjzMMIjdMDSsWdlJdkslJR3373jeu834zmMir6edjzM
MIjdMDSsWdlJdkslJR3373jeu83==
</text>
</document>
</reference>
<reference typeCode=" REFR” >
<document classCode=" DOC” moodCode=" EVN” >
<code code=" documentsHeldBySender” codesystem="
2.16.840.1.113883.3.989.2.1.1.27” />
<title>C.1.6.1.r.1</title>
<text mediaType='image/jpeg' representation='B64' compression="DF">
omSJUEdmde9j44zmMiromSJUEdmde9j44zmMirdMDSsWdlJdksIJR3373jeu836edjz
MMIjdMDSsWdlJdkslJR3373jeu83MNYD83jmMdomSJUEdmde9j44zmMir.. MNYD83]
mMdomSJUEdmde9j44zmMir6edjzMMIjdMDSsWdlJdkslJR3373jeu834zmMir6ed
jzMMIjdMDSsWdlJdkslJR3373jeu83==
</text>
</document>
</reference>

4.0 ICSR HilEH

M E R LA PE 2/ ICH ICSR Ja, K AL MmmiN R (AR FRBLEAR R R .
PRAESCRI AR B AN o BIAHE B EFERHE ICH ICSR WA MHIAKIHE, BLASRHER
TR AE(E BAC B A5 B R B S AT EE 2, A e Sh AT B RE L AT % 52 A5 S A 1)

HERE, EEE ICH ICSR BN H A LAt B B a2, JF HEEE M Tzt
OABIE Tzt I NS (R .
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4.1 HL7 FH8HAH S
fEHL7 {5279, BLIhEE RS BRAL AR A S At 2R A o

RSEIA e W B, BRI E AR5 it A B S, I B & S350 KR 16
SRS DL S B BT RS B4 2 MCCI_IN200101UV Il MCCI_MT200101UV; 17
#2 MCCI_MT000200UV .

IR BIASSEHEARFE 1 5 8, R A 5 5 2O AR B SO, IF HLT A i S AR A SR
MR DGR A E S

4.2 ICHICSR fiihiE &

FAT A B E SRR AR R0 515 8. T ICH ICSR ik i ik o= i
NHTIE

LA ACK.M T3k [ 508 7o 2 A 23 il T 2 0 7 B (5 12

LA ACK.A Ik A 70 3R B 8 S IR B HE A R I BOR (S 2o AT SEAL 7 A B
HIRAE R, FRRANSCRIA T 0 2 . JEHGE, iR S5 BB Bt AR 241t
P AR TR € ICSR 5 12

LA ACK.B JT Sk A 7o 3R 0 8 S Bt b By ICSR A5 BRI R.. BT
WA SRR N IEEG ICSRAKIE S, A ZH S ARSI B AR A SR o
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/ ACK.M/A - ICH ICSR &\ T g \

141

ACK.M/A - ICH ICSR #t & i\ &
ACK.M.1 -#{t 5 HI#f A

ACK.M.2 -fitie (5 R KIEH PRI HIHEIA
ACK.M.3 {5 B U AR IR HAf A
ACK.M.4 -Ht& &5 H ML

ACK.A.1-ICSR#it=

ACK.A2 -Bil A (5 B g5
ACK.A.3 - ICSR #t £ 4 H) H 17
ACK.A4 (&5 D
ACK.A.5 -fftbT 75378 5

ACK.B.r- ICH ICSR 15 2 ik i &

1-n ACK.B.r.1-ICSR {5 R4 5

ACK.B.r.2 - A iRk 5 45

ACK.B.r.3 - ICSR {5 2. ACK #i
ACK.B.r4-ICSR {52 ACK kit
ACK.B.r.5 - ICSR {5 Bl 1 H #A
ACK.B.r.6 - ICSR 15 B HI# MRS B

\ ACK.B.r.7 4415 S8t /

XL TS o E T 2R e S . ACK TUE 5 BTl ICSR 15 B kAl k. F I B
TAEREAL BT A R AR AL 4 o

o : \ 4 di\\
#E ER) R HEEkE
& B N4 =
..
’ ( w
= L] o
ACK HLRE ) [ AcKitE )
e < | (BB kit
ACK.M.3 = # ACK.M.2
U v
\_ | 4 \_ | J
EZE 22X ICH ICSR IEFEZ5¢ICH
AL ICSR [I#144
ICH ICSR sEjiti & 7 2016 =11 H 10 H
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ACK.M/AICH ICSR #tAbFRAIA

ACK.M.1 #it 5 HIAfIA

EVAE T BHIE TR BN S BRI E L5 1R E ICH ICSR HEARBESCA- B oA — ER
BT ARRREXRIEH M1,

T LR W

Ko 100AN

OID ¥c

FVFHE Ef:Ep@N

Mgzl

ACKM.2 #tE (ER) KZEHEFRFFHIFIA

EVAE T ZHHE TR KR ICH ICSR #LALBE S/ (ICH ICSR AN BT (1 81 2 1 1
W) HIEEE

Py WA

e/ 60AN

OID 2.16.840.1.113883.3.989.2.1.3.17

SVHE E[EB@

M 25 A

X Z ARG N4 A R AR IR .
fEH BL M hrid %R ACKM.2:

ACK.M.3 (#tR) 5 BBWE R RAFRI#IA

H e B T 2R ICH ICSR AL FE SO 4% S A (1 TR U 3
TS A W

Hm KA 60AN

oID 2.16.840.1.113883.3.989.2.1.3.18

FVFE EER@S

N5

XN N.A.3 R IRAFAE A

iR BL M ARid s ACKIM.3:
<id extension="acknowledgement receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.18"/>

MY KRR ACK.M.3 [ 44 2 8], SEPrHt B ERIRFTAE ID ¥ & Jm Pk hiA
Feo BITESS BAEH AT Z 18215 KIEE AR IRFT
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ACK.M.4 it E&% H H#IA

EDAE =1ze] ZHHE TR E R ICH ICSR LA BE SR AR ) H 39 o
T AR WA

Ve /Rt I 3/ 1)

OoID ¥

FEVFE CEZEN YN S|P

b 55 #E

Jr 5 P o AEORES VHE P2 2 22 5 — ORI I B AR i)
ZHIT R AR E I 2R € I TR X .
(Bl:  “CCYYMMDDhhmmss[+/-ZZzz]: )

ACK.A.1ICSR #1 &

EVaE ] FHAE G RN AR BRI . MRS, BREE S
fitss ICH ICSR #EARFESCfF. 1% ICSR #ik5 %1% ICH ICSR fitix (1 ki (R
$222 ICH ICSR LI AEME—¥),

ST NIE IR

B KR 100AN

oID T

RVHE H A

V5% R
X ELERfA ALK N.A.2 AR

ACK.A.2 I\ A HIE RS

iilakiET] EHHE T R Kt RN (RT3 ICH ICSR KUK %t ICH ICSR L&
PR R

ST NIE GIp7S

Ha Y 100AN

oID T

RVHE H A

V5% R
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ACK.A.3 ICSR #tEf&%i1 H 3

DAkt ZHAE TR R AR EAIRIE ICSR HER BRI H .

bR IR

Him R H 3/ ]

OID I

RVFE EEZEN SN R

N5
X5 N5 H AT

ACK.A.4 5 IARIG

DAkt AR TG R R s — IMERRIAES,  BUEAN$EAC ICH ICSR it BESC ALY 2
& (D LFRBUE D8R, G F IR LU E H XA ICSR 5 B/
FUREUH — B, BE i) HRT R IE AL

M NIH A

Ko A 2A

oID I

AVHE AA - HiEHA %7 (B RO RE, o/ R — 24D
AE - #ig i 4 CRASHORIIH, BT R & A4S S, —2 ICSREER
R — 4 )
AR - FERA LG (T AL . RIEHCEGE . T RIS

N5

ACK.A.5 L EIHIE H 45

M P $ar ZAHE LR RN ICH ICSR #bANEE XML HAS I 2 ) tH 5 ik . 28Rt H5E8 S
ACK.A.4 fisl 2 ARHD ()i RE

T b Al ik

B KR 250AN

OID I

RVFE H A

N&S N
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ACK.B ICH ICSR 12 B HiA

ACK.B.r1ICSR{ZE4H=E

EVRE 2]

ZHIE T RF RIS ICH ICSR MBI 73 A% B> ICH ICSR {5 R (—/Mibik
WHIEMEE) K% .

TR IAIR DI
HdE 2 100AN
oID T
fVFHE EIERE&S
M 25 S

X5 N.2r1fCA1 CRIEFEW CRf]) 24 EME— RS AHE .

ACK.B.r.2 AR &4 5

EVAE T BT RFR L ICH ICSR KNI 2 BL4a 51 ICH ICSR 5 B4 5
TN IH Cipe

K dhs R 100AN

OID o

Mk 55 R

ACK.B.r.3 ICSR 1§ EJH 5 ACK Bt#

H P 67 FHIE G E R R ICH ICSR 2 B IFLM (ICH ICSR {5 B ffldE) .
5 A IH W

B RA 60AN

oID 2.16.840.1.113883.3.989.2.1.3.16

RVFHE Sl

V&5 11

XM N.2.r.2 R RFFAETE .

fEHIBL M prid % s ACK.B.r.3:

<id extension="ack receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.16"/>

MR KRR ACK.B.r.3 M 416, SKhnfE B2 FER R ID ¥ R m ik hiA
Feo NAE(E BAERIHIXUT 2 (82158 ACK #5328 hRiALT .
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ACK.B.r4 ICSR £ 8 ACK Ri%¥

H e ZHIE LR LRI ICH ICSR 15 B ALK .
T A W

HmRA 60AN

oID 2.16.840.1.113883.3.989.2.1.3.15

FVFE EfER@S

NS

XM E N.2.r.3 FIPRRFFAHE .

i FH L R AR iE %R ACK.B.r.4:

<id extension="ack sender identifier"
root="2.16.840.1.113883.3.989.2.1.3.15"/>

MY KRR ACK.B.r4 Hidn 4216, KB E B AEE IR ID ¥ R jm ik A
Feo MITE(S BAEH AT Z 181205 ACK KIEETRIRFT

ACK.B.r5ICSRERBIZKM B

M P $ar AR TR R RO ICSR G B H .
A I W

kA H 443/ 1]

oID *

VHE FEAEN YN SR

NI&:5 L

XN 5 N.2.r.4 f1CA1.2 CRIEHWD FIH.

ACK.B.r.6 ICSR 15 B # ARG

EVAE T ZEER R I TS LB A A 0 ICH ICSR E BN Z® (D ICSRAE R
ORI, B3 (D WRESEa S ICSR EE B 7. JLikina ICSR.

e ILIH W

e/t 2A

OoID ¥

FVFHE CA -#2%#::Z (ICSR 15 R CIhn#)
CR -#2x 7224 (ICSR {5 2 & ™ E AR f# ICSR JeiZn#o)

b 55 #E
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ACK.B.r.7 B4 /& %515 S ERiL

Dk et ZEE 7GR RN ICH ICSR 15 B ik il 2 1) AR . 28R e R 05 ACKA4
il 2 ACRS A RE . 03534 ACK.B.r.6= “CA” 1) 76/ F FE 5%,
ST NI GIp:S
Hm R A 250AN
oID 7
RVHE H A
V5% R
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b %

PUR B & 5 BA SR 225 10 S S 0 R OAE . XSSP it 1 B PER{E 2.

T4 5 A 2 ICH ICSR {5 B BB T2/ ICSR il E & .

B | -tE&F %35 ICH ICSR:

3% 1 (A) - ICH ICSR #E

1. ICH ICSR {2 E.f1 ICSR #ii\ {2 B Y Schema %1%

M T A2 # ICH ICSR 15 A1 ICH #iiME &, L Schema U4 FIH, Al B |

(C) Schema X bR, X% Schema & 7E C KA HI4 4 ISO/HL7 27953-2 (2011

11 H 21 HERATD MibsdEscfEar . HL7 K44 Schema JFR N A SCIE, F4iH]
XML “include” &H)REFEIX LM, 1=Ky A H PRI BTH Schema U

FERA W3R Schema X5
a. | BOER: - F IR A5 1)
T HL7 3 E 5 (infrastructureRoot)
2HE Kl - Al
(datatypes-base)
HPE2A (datatypes)
THE AL AR e g
(voc)
b. | KAMELZEH: ICSR it #58 H.: MCCI_IN200100UVO01
ICSR 15 B L/ ALE | #1eE 1 ICSR (5B A9 E1 44 | MCCI_MT200100UV

ICSR . —{5 BAZ H.:
Ml ICSR {5 B I

PORR_IN049016UV
MCCI_MT000100UV01
MCAI_MT700201UV01
PORR_MT049016UV
PORR_MT049023UV

ICSR i 17 i A 2
CMET:
g ¢

POCP_MT010200UV
POCP_MT020200

POCP_MT030100UV
POCP_MT030200UV
POCP_MT040100UV
POCP_MT050100UV
POCP_MT081100UV
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c. | REMETHKER: LB E AL MCCI_IN200101UV01
H T O G BHHEAE | T 0 (e 8 A a5 K MCCI_MT200101UV
A H A MCCI_IN000002UV01
FEP I 5 B MCCI_MT000200UV01

2. B/ ICHICSRERMAH#EE

a. O

ZEMEH

EDAE =1ze]

IR ML T HL7 REEMPITNE, & T &EH T T f£5iE BT R 1Lzt
M FERHEE R RAE e 2R 58 TR R 2R R rhE R A B M, wE R T R
FItE . infrastructureRoot #5225 b 5] H .

B R A — A

EVRE 1]

PTA R T3 8 ORI HL7 Hi 28078 2 M K R Mg 2810 o
E N BFER IR (Fln ED. CD) Mfaj KA (140 ST. CS) M HRA,
PR e 2E ORR A T HL7 2R, AR T e 3, B EE R A - S A
ANEHESEA .

K Aot e SCELFE S 42K A (flin ED, CD) AIfAj s (f5il4n ST, CS) Wik
LG/ E

HL7 Sl 28R 7 0y “ SR IA A @B RA 7 o siE SOEA A 287
AR 73 38 B 2R - FEARHE SR B R AL, IR 5 R A
H.

BHERE

e AR & E P ) HL7 BUE88AE 2 MR GEARBE R BB E2KED) h
Fra R e R 2 PR T HL7 $0dE288, AR PR e X, B EE 28 - i
GIEE/ i
Bm A e L AR, T EE SOPEBESE (Bl —BEdE R VL
<T>ZZNBHAE<T> EH) IVL <TS>E{ IVL_ <PQ>) .

vOC

e AR FE B HL7 & UV F A seii (8 “3EH” K » Hefal
RIM BpsE CHRNEIR, DA HL7 & OB S . ST RN, XEER T
HL7 454 J& A s 257

ICH ICSR it & 2016 411 H 10 H

-145-




E: AU%L AL F 1) NarrativeBlock 1 :(A& T ICH ICSR {5 2 A1 ICSR #iAE -
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b. REAMEXH.:

ICSR #tEZR H.:
MCCI_IN200100UVO01
ZEDRE 1] CRIE—PHE A, G0 B Z B A E A (ISO/HLT 27953-2)

T ICHICSR R, HiiUE MARTE .

MCCI_MT200100UV

EVAE T “PAEPEETYFE T A NVS (5 8RR 77 B (ISO/HLT 27953-2)
X ICHICSR fE &, iZAEaUE LT NA — A i Ty B o

ICSR AN H
PORR_IN049016UV

EAE T LA S BTt AR B S P A ICSR{E
XTICH ICSR {5 8, BUBE SCRAMRY, AR EH B h iwIas. BEVIA A
RAALBAF R, 5 10 HL7 JyBR g i 4R AL S s o

MCCI_MT000100UV01

i DRE=1E] “HL7 1£35160 7 675 K% g B AL PEIR 5T s 915 2, BUIEFE V3 2 4 15 B TR
EBIEENTEN T () (5 84 PER 4% (ISO/HL7 27953-2) .

T ICSRAGR, BBEUE T N2 — iR Bl o R

MCAI_MT700201UV01

REDAEi=1ze] “ R FEAERNE T B EENE BRE HARIR W “RIBITONT AR E
(ISO/HL7 27953-2) .

F85E HL7 AR 3 A5 2 R IV i rp 1 A e g 4 A, I8 AR SRig 3h 2R
5 RAZH.

X ICH ICSR {5 2, e X T el H (C.1.2) .
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PORR_MT049016UV

EVRE 2]

NI 252G R RMIM 5 1 X FF A6 T 75 FIESET I (56 PHIEECTAR) 69T
HIA BT AR AN R FFEG R I R e W] B HAT AT RE AN T RE 5 T TR T A1
RIRKR, MHZRRSIRARA G (Bt “RE2R AL R D R AR
(ISO/HL7 27953-2) .

PORR_MT049023UV

EDAE =1ze]

A_HumanPharmaceuticalsSPRRI RMIM 12 57 7 5 F 18 2507 5 20177 (& 15 70 B 17 4915
B ZEEAFEMH S (BAHAEHRSET) ULEZSER SRS (Flins
ANRFAE, SAENZARE T LM 55 W R IE MG RESE R =G . &
P S FF M 8 IT BT IRIETIRTEST DI04 085 B b g 25 T R 72 Dty
(ISO/HL7 27953-2) .

ICSR B miEA CMET
POCP_MT010200UV

EDAE =1ze]

HARIEE “E_ProductKind CMET” , HSUHHE & RIZ5W15 5 .

X ICH ICSR G R, e X T4MME R, BlunbriR s (B2 Sbril 55
(MPID) (Gk2.1.1b) FIEZ = MFriIRAF (PhPID) (Gk2.1.2b) ) FIZG¥5) 1Y
(Gk4r9 .

POCP_MT020200UV

EDAE =1ze]

YR H “R_ProductReportable CMET” , SCHHR TS H I 2GRN 25 2545 2.
XFF ICH ICSR 8., shii=e XAt S (Gkd4.r7) .

POCP_MTO030100UV

DAkt I ARJEH “R_ProductRelatedAssignedEntity CMET” -
“UIRFI T TSGR (26D HLRIIAL & (B8 R 87 277 45 kv
B HATERIES)) 7 (ISO/HLT 27953-2)
T ICH YR, e T 25345 E A ICSR 15 B 245 Wik 15 B 1 s A
(Gk.24) .
ICH ICSR sLjiti &/ 2016 £ 11 H 10 H
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POCP_MT030200UV

EVRE 2]

ZHIE [ “E_ProductEstablishment CMET” = “ DMEA] 5 2078 2= b A fir A v
FEAE AN (ISO/HL7 27953-2) .

XHF ICH ICSR {58, 1z UE X THANHIFEAEYS (Gk3.3) .

POCP_MT040100UV

EVRE 1]

YR E “A_ProductEvent CMET” , HCRF R T 250G . s Al (s 5,
2% “R_ProductRelatedAssigned Entity CMET” .

T ICHICSREE, ¥HRBAMMER (G.k.2.4) HHIME EW 2
R_ProductRelatedAssigned 544 CMET 1, Ff it =0 Lo

POCP_MT050100UV

EVRE 1]

ZHRIEE “A_Productinformation CMET” , 33 St B 25 1 v 115 B ANAHE
KILAE
XFF ICH ICSR ., BB AU HiEgm S (Gk.3.1) »

POCP_MTO081100UV

EDAE =1ze]

WX JEE “E_SubstanceClinical CMET” , H ST 25Wp 45 .
ST ICHICSR {55, AR & LT ¥ e iR br iR R R & (Gk.2.3.r) &

c. REMEEMHIE
HEITH HIHIA
MCCI_IN200101UV01

EVRE 1]

KRIE—PHIAE, 50 T EEZ N7 NG B ST AL PE, A2 5 H
H9: RIETERIXIH A B R B9 X 515 KA AP 17 B9 5 R (ISOHLT
27953-2) .

TG R, B SURTTR . B AN RN AR S, HAVEER
IR THAIVEAE R, AL T T, XWIE4E B EE,
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MCCI_MT200101UV

EVAE T MEFENMATHT (D #EZAMERIA,  (2) FIFRNMAHIK. % R-MIM
(MCCI_RM200101UV) HIf 7 ICSR {5 & 1t & R-MIM (MCCI_RM200100UV)

1] R — DX 3312 T 1 A PR AR A R0

XTI EFAEE, HAUHE LT ACK.IM Al ACK.A 45,

F—{5 B A H A
MCCI_IN000002UVO1
EVAE T LRI Ty N HIG N o MG 8 EF AR E T (ISO/HLT 27953-2) .

XFIAE S, HERHE LT ACKB &,

MCCI_MT000200UV01

EAE T BSERIE TR BN T Ik o VL1 BAE &G 3 #epir (ISO/HLT 27953-2)
XFEEHA, 2R E LT ACKB &5,

B% | (B) —RT/ERA
HI A St f 5 R RS PR e ST

B 1 (C) AR CF
WAL ISOMLT 27953-2 ) kA brtE AR A SO 5, SRS AR F 0 T H it

F$3% 1 (D) - ICH ICSR {5 &1 ICSR 15 B\ 2% L4
H-F ICH ICSR Al ICSR 15 B A IS5 526 XML S, 5 ARt e 2> TFHE it

fix— (B -l bl
TR S 7S B XML SO, 5 SRt fE T St
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¢ | (F) - ICH E2B fRi3%1%
LA XML #% 5051 H 1 ICH E2B A% 5113, 5 A S Hife /0 T4t

fix— (G) -BRER
BRAE B3, SRS 0 TSt

B4 1 (H) - SGML F1 XML ##:
A e AR R IRAME SR, SARSESE o it .

B3 11 - H 3/ ]

ICH & H3E T 22 HLT FrifE, PAIR @ B3R H AN 8] . B (E) FRid JL T =2
T E R E b, HH PRGOS . T8 2R AR 0 1 HL7 bRt 2l
P H BAAE a] s X, 7EIEAE 7 BRSO RS P A R N R AT 2 F/F e

5640 H R AR CAR L, X FERICTE B SR EUE B AR A R 2 AR
Ao BT SR R R B N, R ER R R e R T 3
GFAL
B (A H /e ]
[ b v 393/} () b53C % CCYYMMDDhhmmss,
i) CCYY JEAE Py il i A H i tH 20 A4,
iy MM JZ—4F01 (1 H) £12 (12 A) 1A,
i) DD Z&—/HHH 01 % 31K,
iv) hh &N ROFARZEE 5 %/ N5 (00-24)
v) mm & iz IR e 8y eh g (00-59)
vi) ss RMIZSTETTIANE R EL (00-59) .

filtn, 1995 4 2 H KI5 4 KN 5y 19950204

WHRANFGEH, WA H CCYYMM.
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A~ 199502

RN RVES, WIHS CCYY 2] L2 [,
~l: 1995

PRI — BRI E] Chhmmss) 5N 235959,

AJ DAL 4 s A B 5 2 RS T o
filln: 2359 BV 23

WA DAE/NEE O R 4y
#ltn: 235959.9942 217 Hi 5.8ms.

M T BRI BOT IR AR, FrLAATH] 00: 00 A124: 00 #Ric. XEWRELLT 2
AMBRICTE 12 52 2 AH [F] (R R 8] A

199502042400=199502050000. ‘0000’ &% & TR M HiLbrid, 1MdE 2400

R H BAAI T (A ZE [F— AT o, MG 2% H 315 765 18] 5 1 .
iltn: 19951231235959 2 1995 4F 12 A 31 HA-%Hi 1 7.

N (B) X
i/ ‘CCYYMMDDHHMMSS.UUUU[+|-ZZzz]" , HHa] A ()45 B £ 7 LA R B 1)
WA

H: Z RRE SRR RIAN “ETRA” . IR (UTC) 72 1972 4.2 i

RARBGAFRHER ] (GMT, WFCY “HERE” O 5 (B, AL GMT. AJ{ER (|
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