T B #EH &
T RL2THE 48 28

EEERFREETED (5) A

.

AT s E R LR SRR

B S ERA LR EEEER

fEREFIZEMEREDETHRHET ERETEE () o1 T

BEREFIZSMEHE (ICSR) OBEFHERIC > EL T, [MENEAZSMRE
DEFHHREISRDEIET A FiToV\T) (P54 7 A 8 B T R EAEROT08E
55« ARRITBE | BEESFEERELFBETTERR - TEMERREMD
B (ERERAZEESEDETFIEEIMRDEEN A FOEEZIZO>WT)  (EK
27T4E2 A 2 B EAEER02028 1 5 - BELCR202E 1 BEAFHEERRLR
EREHRR - REXIREREN) Ty SHERREETIEN (B BETCE
HMUie ZATY,

A, BKEUEESRSTERASSICE O TERRABAE S 2 L 22T T,
BIERO LBV FOFREBEZEY W LETE EBIZ, TORBIZETLIERPL2 A
rOEHBED A —LT FIrR (ich-e2b—r3@pmda. go. jp) #REH LR LETOT,
ETHOL, FEOEEL L TETABRESHICAMG L5 L CHERBECET,

28, AEBEROE LY BAREKHAESSMBEEREE IR HLTWAH I E
FHRURLET, '



X

A2k EU EEaRH R I ERSE

ICH E2B(R3) BFR{EET =
BIERIR 2SS (ICSR) OETHESE
| Q& A
R— 37 1.00

2014411 A 12 H




ICH E2B(R3) Questions and Answers V1.00

2014411 B 12 8 |ICH ﬁ"é"éﬁé:i




ICH E2B(R3) Questions and Answers V1.00

A Q&A I3 E2BRDFEN 1 F (IG) Ry r—V O ESNIR—HFERERETHILOTHY | IG Ay r—V LR LAFTEZHRT &Y
DTHDH, & QLA X, ICH BMERSMUIKIZ BT 2 EAVEFEZLERE (ICSR) OEFIHmEDOREZAEIZTOIHLOTH D,

@%&%&%ﬂﬁ?ﬁ%& FSYEROY 7 by =7 R F—ox L, FHicHET 5% ICH E2B(R3) IWG ICRET 2 L 5@ »iF. ICH
E2B(R3) IWG 3 ICH OFF EDOFEE > TIN O OERMICRT 2 EEZER LT,

REWR-CHIREHE DEMLL LY. E2BRI)IA F L ACEBEN TORWEFIZET A ERIC VTR, SHBETRITENTWALITAF R E
EHERB IRV, : .

K Q&A DEHOEHIZ, ICHD T =7 ¥ A b CAREND,

ii



ICH E2B(R3) Questions and Answers V1.00

TR

E2B(R3)
IWG0001

20.14£|5
114
10 H

1G 25—

g
5.01

N/A

ICH 0)7‘—-5’*“ [AN] 'ﬂizf\-—
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IFEEIJJ: L'C ICH®D [AN] ¥F—# B G AR—ZALUTFS IV R b &N T
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EFREEDF-FEHBEOZ S HIRTIRETH D, flAiL. BEOE
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IWG0017 SW:R
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{8 1(B) TE2B(R2)ETF E2B(R3)AE
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T
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W3 E2B(R3)~DT v 7 b— RRIZE2BR)~DF 7 o 7 L— RiZ0u
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b)

Ei32 RMAOERETHD ., [False] I OF—FERIZFFINT
WAETIRRY, ZONREOT—ZEFRIL, Ttrue) B L < i Null Flavor
= INI} ZAALARTHERLRY, '

HENTFBADBRE. HAVWTHEENEEETHIEEE. NI 2A
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56 00OFTNTOEREEL XMLIZEDDH T L,

BUFIZ XML O #1214 5,

<value xsi:type="BL" nullFlavor ="NI" />
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E2B(R3) 12014 §|1G /8— |Fr.3.2 JICH E2B(R3)TiL, Null Flavor O|ZEDF—~FHEZEETHHE, 7—F B RV LOoBRERBLINL
IWG0022\n 7 [Yav ININF] & TPINF] iZED L 5| FET 27— MET H7-HIC Null Flavor MERA SIS, “hick v, %A

10H |50 HEXhDON? HEIEETINERRSTH BDRA v — P2 T 5 2 &L RWHE
- Lies, -

ICH E2B(R3)CiZ, Null Flavor ® ININF| (BOEBXE) KU [PINF)
(EDERAH) i, ICHE2BR3)F.r.32 HEER (E/BRET) | ©
HCEH I, £, TOEAR (FHO) ERAKES0EHE Bl
TR IVL<..>72 ) 2RATIHEOERICROND, FIXX, I3
BE] SV HEESE, T3] 6. 3 2B TATO (FHO) #iy
D TEDERRE ] OfMAL LTEREEIND, :

23



ICH E2B(R3) Questions and Answers V1.00

E2B(R3)
1WG0023

2014
11 B
i0 H

IG 73—
Vayv
5.01

Fr.3.2

IG/3—P 3501 ®Fr32 THE
R (E/IRET) | o+ 5 A
DFE5|EIIE, [HE, HEICBRET
DEEEZBEBMLTHIW, FHTE
HEEFIE, T K&EW |, Tk
D/EWy, LR, TEIF) T
bho, | RN TWS, Ll
MG, FEAEIXERSE & Null Flavor
(NINF ZOEPINF) & &R TW3,
BEFIBRETFORE (< >, <
>) ZEMTERDMN?

EEHERIOTF—SHELREFDORTLZEMTH I LIETERL,

IOT—SHBIREEROE (B) #2ANTEIHDOTHD, ICSR A v
VOB E, TOF—FHAR, BEORBEIL L 5BEMNET -FBT
&5 HLTIVL_PQ 7 —# TR E45, Null Flavor @ [EDHEMRKE

(PINF) | & TADERKE (NINF) ) REhPh, HEOHE [LoX
EW, BECHE TEV/AEWN] ZEERbTEDIERHINS, LTI,
HHEONDOME, BEDELY BREVWE, FEDEL Y bAASVWESE
FoREEROFERT,

BAEFR =10 (mg/dD)

<value xsi:type="IVL_PQ"> <center value="10" unit="mg/dl"/>

|RERR <=10 (mg/dl)

RERFE <10 (mg/d)
<value xsi:type="IVL_PQ"> <low nullFlavor ="NINF"/><high value="10"
unit="mg/dl" inclusive="false"/></value>

<value xsiitype="IVL, PQ"> <low nullFlavor="NINE"/><high value““lﬁ“

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

RARER > 10 (mg/d))
<value xsitype="IVL_PO"> <low value="10" unit="mg/dl"
inclusive="false"/><high nullFlavor ="PINF"/></valuc>

BRERR >= 10 (mg/dl)
<value xsitype="IVL. PQ"> <low value="10" unit="mg/dI"

inclusive="true"/><high nullFlavor ="PINF"/></value>
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