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FRATAEF = 10 (mg/dl)

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

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

FRATHE B <= 10 (mg/d])
<value xsi:type="IVL_PQ"> <low nullFlavor="NINF"/><high value="10"
unit="mg/dl" inclusive="true"/></value>

10




202341 A 17 H
E2B(R3) Q&As

FRATAE SF > 10 (mg/dl)
<value xsi:type="IVL_PQ"> <low value="10" unit="mg/dl"
inclusive="false"/><high nullFlavor="PINF"/></value>

FRATHE R >= 10 (mg/dl)
<value xsi:type="IVL_PQ"> <low value="10" unit="mg/dl"
inclusive="true"/><high nullFlavor="PINF"/></value>

FEGTA FETICk Y, BEFOLSICHET R HITEIBRINEL
Too AIEIEIXEET A RE 5020 (2016 4F 11 HIZEIE) IR S
TWET,

4.8
(024)

2014 4
11 A

RS RO IZ#E Y 72 UCUM = — RSOHAT
(B Z I XE B . INR) DR WEEE
I ERE R OB AR OERE . BRAER
RIZEDODLIITATILTEDE LW TT D,

ZOX IR —ATI, FEHIT Fri3d OFEELT—F2 L LTl s
A2 AT LR v 8 A,

Fr3.4

4.9
(026)

2014 4
11 H

a) Gk4r8°Gkar DR Y, AE
FENODREIERIC BT D HERE T —4
IZEDI DA LT E LWTT 0,

by EEBHIZOWTHEK O E L FE®
(Gkdr) BNHHLGE. Gk T DK
HAER 2RI UL VT,

¢) EHMOPILE, IFER L O K S
IR O PG 2RA1T 5 2 L ITRTEET
'3‘75‘0

)b o) FE TOEMIH T HEEZ L TICENLET,

ZOTF—HIEH (Gk8) 1TV KL AEER D TiHAR< HHROME
FIZL > TR INTRIER A EFLOR R, #HEKZX LTS
NIEREZ AN LR THIER Y £ A, ZOF—XHEHIZ Gk EX
AEE] O THl) OBVIELLLIH D70, Gk TEKLFER)
DOTFTOEL DY IR UNZK L T—oODE L iATeZ LT TXFE
A,

ZoF—2EAX TR (BT 2HE EBEEM T LTV Nz
. Gk8 [EEMBICH L TWRONIZAE] (CBET 2 TR 1 XF
EHORBMC Y £, Gkar [B5ELOBEER ] O 5EH
DOFiEk & | Eid [BHER  BAEEZROREH| A STV HEIE
B/ BEFEZORRAZEAGICONT 52 & T, BHROZEEILZ
ORWER / BEERICHEET S Gkd4 [BREFBHR] oLz ie+ 5
TENTEET,

BIVER, A EFRROEIFICET 2 HHIT, Ei7 TREBEEORIEMR
/AEEROER] AN LEY, ERLOHEREGR, AWEH A%

E.i4,
E.i.7,
GkA4r,
G.kS8,
Gk9.i4

11




202341 H 17 H
E2B(R3) Q&As

ELNHE LTS E1E. Gkid THERECRMERIIRR L
NP 2 (BREGZITo=0N, BMERITER LR -7) ITRE
L. Ei7 TREBEBRORBER /AEBEROER] 13 1=HEICRE
L7,

B % RS AR LET,

AIEEIMICBET 2 a2 — ROMHEIZ OV | Gk10r TiX, #EE3K LSl 5 XITHER S - AiEEE L 05 A 12 | Ei2.1b,
T, BAREIC LT 2 &y, 1) 23R4 5 L L HI2, Ei2.1b (J#Y) 72 MedDRA O fFE4 3R L | Gk.10,
10 014t TR D E A, SEFIRGE ORISR A R LTS, g;r
(&ﬂ A %&@%ﬁ%ﬁ&f&w:&%ﬁ%ﬁ%éﬁk@%ﬁ%ﬂibk%ﬁ "
X, BINERE T Gk10r Z@EUNICEE Ll S8 A, 8RN
Aiddh & U CHER SNG4, X538 1X Har I[ZE Y72 MedDRA =2 —
REfFR L, FLlficiiAz5td L T<7Zan,
HLH Y . RS UM Ok &, Bl | BET A NICRRE L TWD X912, B EMFILYSZ ICSR (T2 | C2r5,
DEFBHENSELNT ICSR ZHRkT 58 | TOFMERMELEZATT, BROFERIENFEET I HAIE. THH | C3
A, WThoREEE THEEN EOE— | B EOFE —RIFHRIE)  (C.2.r5) 1THEEL TiEe <, RPIOEET
WP (C2r5) L LTRTAREITT | WHEREBRE LEEAZIRLET, FHRERFIL, EEEGES &
AR KAIS 2 X7 0 8 A, HEF K OEEF 2OV TORBHRIT,
il 20164 cs@m%ﬁémfwiﬁo i \ o
@w) 6 A ﬁﬂ%%\%%@%Xmm@ﬁﬁﬁe\wwéﬁﬁﬁQMB7f~v
v MZ ko TEESNT-BETMICSREEET G, RUIDEREICEH
T2 HE—IRERIROE L, ZDIEFNZ OV TEHZEDOREF DOIEFHR %
KM HRETHY, FHRELETHZ LI TEERA, ERFEILHD
DERAVIOEET HE B EOFE —RERIE] &SN TWHIHREE
L. ZOEFNZET A ZDHDOT R TOIEERIZBWTEDLD Z EiEd
D EH A,
CT. MRI, X #RER EORAERBED 2 A | Fro BT, MEMOTFHOMBRIZOWTOFREHFICLL a2 FHT | Fr34,
4.12 2016 4F | > MITIEX, EBbboF—x1EH (Fr34 T | 1, Fr6
(032) 6 H EREFICBE T 2 IEMEE(LT — 4 ] XX Fr6 | CT. MRI, X #fafE7e &, &L OFE O ROIHMEELT — & 1%,

ME%] ) ZwHTE E30

Fr34HEICHATHE E L TIRR LT ZEN,

12




20234 1 H 17 H

E2B(R3) Q&As
BE O ERL~OBRERIITRFTI DN DA E - | IERFPOK S FOVBRERLTEE T 272012, GkoxHT 5 Z &Lt | Gko
13 20164 TWET, Gk6 MEBEEFOFIRHIRT | T, bEURME AL ZRINT 572012, BRI 72 ] 23 2L
(ﬁﬁ 6 1 B#EOF IRIRIC OV TOREER | T,
O/ FRBIZ S W ToMEEICTEHT D
VRN H D F 9D,
Qﬁﬂ@%m%ﬁmbt BRIV | IRIR L0w1®$ L SCHEL D DOEFE F - REBL O ORERICE] | D.2.2.1,
4.14 2016 | TOWEEIZ D.2.2.1 [hA %f@ WEH. " | &7 ﬁﬁﬁ%D221w&ﬁLﬁfﬂiﬁ@iﬁh D.10
(034) 6 A %%%%ﬁﬁ@ﬂ%%%J@ﬁﬁ@%%? Bl %#5kﬁi D.I0EIZFEH LT 72 &,
I,
@W%/ﬁ%%%ﬁﬂ%@m%ﬁbkﬁ\ BEEROBRAZEET 584812, D2 HIZWL DO R 28R~ | D.2
4.15 20164 | HEERICHID TBIZR SN E . SiERO | LTnEd, HEH L, BtESn-FRcES T, KbimEtrEA
(035) 6 H FEpT ED Lo lcHmET iotb\fﬂ”in ZIEIRL CL 7230, BEONENOHIWLET &, D23NEFOHFE
fpz ST Aok bE T 1 — L REBbivETS,
HEE#ORER, / AEEENPUAIORE | BIER A EFELOMSELEIXEZLA RN X - TR L << 72 | Ei2l,
DG D EF—ThrroT2HA. Gk9.id| &V, MedDRAZ— RN —E+ 20 ETH Y FH A, [MedDRA Gk9.i4
(5 CRIVERIZE R L7222 ) 121X & | Points to Consider] #ZM L T 72 &0y,
4.16 2016 4F I RLEET D D TI D,
©36) V6T Ny Eina TEUER, AERG - ks
BEEG  TARTIX BT I NTURT
= T —PEN
UCUM @ Mass Concentration Units (Z1%, # | BfE, HAL mg/mL) 1L E2B =— KU XA 25 (7 7 A V4 : E2B | Gk23r
F o e o8 B A 33 AR & L CUA < ) | CL25 ich-dose-strength-unit.xm) 2 50#k SN CWET, WG Lo Hijh | 2b
SENTWBHANRN O0EENTWET | IS L THWS UCUM 22— RiIZSW T, E2Ba— KU X MIE
2016 4 A, E2B ®a— KU R RMIFEENTOE | ODEZXLEND D270 E 3,
4.17 1A TA, BlEL T, mgmL TBZ 5L

E2B(R3)7 — ¥ HH Gk23r2b &8 (H
WA SN ET, mgmL # ICSR
Hifiz & L CAdiH m]
(BT 5 Z L IXATRE T,

L) |
XML 2 vtE—THNOE &
HEZR FHFE

13




202341 H 17 H

E2B(R3) Q&As
D.2.2b EIEH HEESEIREOFEE | T A FIZFEHE S 7z {Decade I H T & TiExH Y ¥ A, |D2.2b,
(BA7) | KON D.1022b T OFEE (B | E2BR3)EWG/IWG 1, #EESh 5 £ [10a] THHZ &% UCUM | D.10.2.2b
118 20174 | i) | iZ2WT 110 F) X EDLHICHRE | ITHERLE L, ZHUfEn, 23— KU X M6 ZFH L TWET,
) 6 H XEWTTh, EEHA FOFAREE E2B
a— KU R M6 DIEN—F L EHEALN, £
H 5 &M ) RETT M
F— X THH Fr4 EFE#ME BE & Frs ERE | EET A FTIET —283 50AN, FARMEITA ARHEHE S TWwEd | Frd,
PH B ClE ICH AN 5 — 2 A4 2 Z | 28, EIIEE & BALo 2 >0 XML B L L et Sy £ | Frd
2018 £F ELEEINTWVWETRE, ZhbDT —XIHH ﬁhoMA&wEmﬁmﬁﬁw—me\ﬁ@mmﬁ@?—?@a\
4.19 6 1 TN 77Xy hEHFOMBEDLEEZN | BALIZIIT LT 7 Xy s ETFOMABEDLE AT 5 2 L NE# S
NTHEET—L72VEST, ZNHOT— | LTWVET,
ZIHBIZT VT 7 Xy N EBTFOMBED
BEANTDHZEITARETL & 97,
T—XZIHH D.6 wEARHE THERIN TV | D.6 Tl MSK 721773 nullFlavour & U CHFR I TWET, D.6
% mnullFlavour {[ZDOWTHfEIZ L T 72 &
W, D6 HOFH TiE, MSK 7 T »
4.20 2018 4£ | nullFlavour & Lf{ﬁﬁﬁﬂﬁ?& ShTWET
) 6 H 25, nullFlavour @ EFZ B L TV 5K

(IG &7 v 3> 3.3.6) IZi&, "NA OfE A
ELT IBHoGAORKHARA ] NitdH
S TWET,

14




20234 1 H 17 H

E2B(R3) Q&As
F—ZEHAFL3A4D0MWMEMICOWTHAMEIC L | 5, 2770, L FOSRICEET 25512130 ATT, Fr3.4
TIFLUY,
Fr2 mMm&E4 AN
Fr3.1 BREFKE (=2—F) KA
2018 /£
4.21 6 ] Fr32 MR (E/TRET) | RASD
Fr3.3 MR (HEA) KA
F—H ASN—VIZEI LT, D111 D DI11175 D114 LTI, ICHZ—RY A h4lcEEh % | DILI-
D.1.14DICHOID & fBHL— M FER S | MEOa— ROAIRRKRD SN TWET, sEMIcHO>WTIE, fHk1G) | D-1.1.4
D EJ, HlZ1X, D.1.1.40OICH OIDIZICH= | HE#R (X—7 3 2 1.02) IZFEEH STV 5 XPath & B A A
— RURAMEPEELTBY, ZOVRAKNI | ZoA2 (RX"=Ua23.1) 282BLTLIFEN,
EZ B FOa— RTHLWONATEND
NExTY, L,L, D.I.14DOE#H/NL—/ILT
422 20194F | 13k D L HITEHBA L TWET
) 6 H <code code = "investigation" codeSystem =

"2.16.840.1.113883.3.989.2.1.1.4"/>
ZOPMBIXEEEICH L, BHTFOa— T
1272 MIBENDOFFEEZANTDHI L EK
DTNWAHEIICmDET, ZhbDFT—%
HEWIXEDX ST =22 AT 500
WWEI7Z2DTL X 9D

15




202341 A 17 H
E2B(R3) Q&As

4.23

2023 4
1A

FHHENCHE > TEERIR G T 5027 F 00
ICSRTCIL, #MERE (e H O TH 5
M) BEDIIITATTTRETL X DD

WIS T 5 U 7 F o ORISR (BB OBFECTH 50 1I2B
T HERIL. GkAr8IZHBTFTTANLTLLIEENY,
5] : 1st dose, Dose #2, Dose no. in series: 3 &

WREERITEE Y LW 7 F o ORI O #HIL, D8rIic AL TL 72
él/\o

WEDOD 7 F I T D IERDNE O NRWIEA L. RIS Y
597 F UPEREICETAHEROAANT LT ZEW,

T 7 F AT HHIEIZONTO X A ERIL, FHUKO T A &
VARSI T IEEN,

CFUVF /=D F o E2B TR AT 7 TF % 1 RT O 2
ElEFE L. 1RIBICEERE LY 7 F 3R Ic 3y w9, 2\l B 1o
FEL7=U 7 F U PEeRICE LT D56

7 —XIAH k/r il

EIRGB GO EMITGRD) | k=1 |1 (#EEK)

P S DOFRA(G k.2) k=1 %FEK@ELKU&%
B -5 S OVBEE ] |dERcEELEY 2T
(G.k.4r) NZBT DI
AR e ar ITRSUN [ _ .

(GkArs) k=1 | 51 : 2nd dose
BE3E 9~ 2 it 25 oD [2E 3K S 4 JRE 1EHICEf LT 7 F
(D.8.r) Ve

PFUA 2 WDV F a2 2 BEERE L, W OHE H gEEKIC

U T OGS
F— ZTHH kir | 1K
L 5O BT (G | k=1 |1 (B
I | tEA 2mE s L
= 3 DR (G k.2) k=1 .

D.8r
Gk.1
Gk.2
Gkdr
Gk4r8

16




202341 H 17 H

E2B(R3) Q&As

BERBEOBRERE [ k=1 | 15 OB 51
(G.k.4.r) r:l $I§

e - A KRR I k=1 ‘

(G.k.4.r8) =1 51 : 1st dose

& 5 ) OVBEEL 1 k=1 |2@8oEfmEIcET 5%
(G.k.4.1‘) r:2 %l’il

b5 R R k=1 ‘

(GXk.4.r8) = 5] : 2nd dose

VA3 BAprU F ok 1 ETOF 2EERL, WThoU s

F U bPEEKICEE S T 556

T — X IHH k/r (=8

EHG B G- ONEMT(G kD) [ k=1 [ 1(BEESE)

[ 8 DG K 2) k=1 1@9K@ELK77?
BERLOMEN®R | | IEHCERLE T2 F
(Gk.4ur) BT D IE R
b7 & R R E _ ,

(GkArs) k=1 | 5 : 1st dose

EHG B G- ONEMT (G kD) [ k=2 | 1(BEESR)

3K S DG k.2) k=2 %FHK&@LKU?%
BERLOMEN®R | | 2HCERLE T F
(Gk.4ur) BT D IE R
b7 & R R E _ .

(GkArs) k=2 | %1 : 2nd dose

17




20234 1 H 17 H

E2B(R3) Q&As
5.  WSfHEE

# E2B(R3)
#% | P
D)

ICH E2B (R)ZMA L A X LV ATEDLNT | 20L&V TT, EEHFIFTRMICEL, ICSRA vytE—Y ml7 7

WA, BE2B2— RURA DI — KRV ATFTA|A)N) ODa— R RATFARN—Ua v AEHF LTI RY 4
5.1 20164F | N—T g E, E2B2— FU X FOEHAN | A, FEOHBIY /R ZM R — R AT A=V 3 Ui
(037) 6 H —VgrikiwTsr Lt inwAR—g 0T ELET

T, EEZFIFZZ—RFRIRAT LIV %

WENZT v 7T — b T HRETT D,

6. ICSREERIERNT VY I ayv

Q&AL
7. fr&k
# E2B(R3)
1.1 HﬁJ: 7%57‘3\ EI gﬁ:ﬁ IEI = IEE
D)
HAHEFEIZ X A LY — 0 DR EP NG | W2, TOXRIRBEE L TIWITEEA, BA/EER 2 E i
A HEREE L FEEL TLWTT N, AL L THESNTHWEDOTHONIE, A4 LY — B uTF
IRENET,
71 2017 4E ) -
) 6 H CCYYMMDDHHMM-+0
CCYYMMDDHH+0
F : E2B(R2)Y — AT — X 02D OBAT/EBIFICARFIHE BET 50
ERHY E9,

18




20234 1 H 17 H

E2B(R3) Q&As
8. ICHE2B(R3)EENA FRHEH Q&As
LLUF D Q&As 1LFEEET A FIZEENDCE~KML £ L7 (2016 4F 11 A KBREE).
E2B(R3)
R RmA | G S
HH
UCUM Y 2 r RS bR A, o | UCUM IZOWTORF#RIT, (EkE L v a— RT3 57000 7
003 ?(l)l)g &5 Y 7Y A R EEBRTHIT LT, Z . http://unitsofmeasure.org/trac/ 67 7 E A TE £7,
FAETA N8 5.01 IROAFTEL TI(C)  T1SO TEEH A, 8k NOICRHHEI N TWAENTE ETIEH Y 8
8601 & XML OFHH | IZFASNTWD |A, KO KEICIE 2] 220 0T 7E S0,
oz, BEORRIC [Z) 2BMMT2%5 | XML A F —~< (X ¥ A &Y — » O fi % <xs:pattern value="[0-
201442 ENR—=ATT—RNHTLEVET, KEH 9]{1,8}|([0-9]{9,14}|[p-9]{14,14}\.[0-9]+)([+|-][0-9];1,4})?"/>& LCE
006 A 23, Bz 1% 1994110513152, #LTBD, FIEHA FoOMME UB) (24 2V —0) 12k, [
20090601231105.5Z, 20090601231105Z. v 7 AL CCYYMMDDHHMMSS.UUUU[+-ZZzz] T& Y . HT
200906012331Z, 2009060123Z D X 9720 | ZHMNLEK L TV Z & T, LV EORWEREITY 2 &
FRRFA OFREMHTHZ L X TEET | N TE D) Ll nTunEd,
73
2014 4F FAETT A RIZiE, MS @B FlconTn | 53Eh 1 F‘&zﬁ:m:ﬁ%ﬁ%%\&%ﬁj&%@ M5 %‘E&%U%c):ﬂa“é
012 A OMOSIERNH Y £9, TNOENERE | T XTOREEHIT ISO IDMP O HGE & #5128 = #i 2 TR
YT HMNE ) DOMERE BV L ET, LTL7EEN,
C2r3 Dax—W—TA X 2%, [&EF | Wz, BEEDPFE -RERRE 2DEICETLEH#REAFTT | CL,
BDE—WIEBIROE Z SR OISR | &2 e ) FRITHE ST, Bi9 B EFEOEa— kot | C2.r3,
BAITIE) LPEBESATVETS, 20k | bbbt LTHEBSHAENTZSH Y 8 A, Ei9
2014 4F ) IIEBNIBE SN FEH A, Ei9 BNHiEE %@%ﬁ%c:@\f\ c.\1.1@n—*f—ﬁ{;f‘/xccﬁaﬁiéhfg\é
013 1A DOE=z— ROy & UTHEHSNDRES | TH—REHRIROERNRHOFIAE 7RI BV T, Z DREIE
TH Y F3 0, A/ BEFERPIEAELEZE (Ei9) Ooa— Rz2EHAT5) )
HHLABEBU R L O LE WS Z LT F T,
Ei9 OLEFEIC L - T, BEETLICEHAD GEH]) Z2aMER%RN
FREDLHZ EIXHD FHA,
016 20144 | FEEAA RE 501D C2r3 THEFAOE | Wz, C2r3 OEHEL—/VOBRPILE TEH Y A, Ei9 | C2r,
11 A a— R ICETAEBEL— I, | TE2XFOEa— FUSMIRD bNEE A, E.i9

19




202341 A 17 H
E2B(R3) Q&As

fC2r51C My EADEINTHWDEEA.
ZOTFT—HEHIZ nullFlavor 2 AJ1 L Tlix
H7W, 7272 L. Ei9 IZ nullFlavor 23 A
HENTWARWEAIZZORY TiEZA
W, | bk RE SR T v E T,
LU 5, Ei9 @ [RWER HBEHS
A L7 E ORI TiE nullFlavor (38
HT&EHA, HEEHITC.2.1.3 TnullFlavor
PHERAT 52 ENTEETH,

017

2014 4
11 A

FAIET A R 5.01 fICEE#H ST\ d DU
@ NullFlavor fEi%, {1k I(B) [E2B(R2) & O}
E2B(R3) A HAPEDHELE)  (BFC) 5 2.00 hit
IZRH I TWL b0 K LEHA,
WA, FETA RIS S5 nullFlavor
Bl MSK Th 2 Lit#i I T\ D DTkt
L. BFC TII# & =45 nullFlavor fE 23
MSK, ASKU, NASK, UNK (272> T\ &E
.é«

ICH D.1 T (LRIXIEA = v /b) | OFEBFBL—LITEN
T, #FA SN D nullFlavor EDF NI 2RHITELS HV £
i, EEEIEL. BFC @ 5623 [E2BR3) TUHE SNDHT—4
H A% % nullFlavor] DEEZZBWRT 5L L BT, DI ~D
nullFlavor [EDMEFICEST B H A & R TS, Z0H
A & A2, MSK, ASKU., NASK, UNK & 9558 & i
ES

D.1

018

2014 4
11 A

8% 1(B) E2B(R2)&% OF E2B(R3) At D
&) (BFC) # 2.00 iliCiEX, T[E2B(R3)IC
7 w77 L— KT 512, E2BR2)D [k
for (FBFE ST BE 9~ 2 1Ry I K OV
JER) 1 (F 72 BH, Bl7.1d XX
B.1.10.7.1d) 2% E2BR2)IZEWT 3] (R
) Thrme. ST 25 E2BR3)DIHH
< nullFlavor (UNK) t/rEibnzZ &) &
R STV ET,

BFC 1213 7-. [E2BR)ICHF T T L —
N3 21zi%, ke (B SUIHOBES
DIaRIE L OEFEER) 1 (Thbb,
D.7.1.1.3 Xi%D.10.7.1.r.3) 73 E2B(R3)IZH\>
T nullFlavor (UNK) THh D56, et

D.7.1x3 X% D.10.7.1x3 @ TfHE ] B W THFEIND
nullFlavor fEDOEFIZEET AR iZIE L H VD /A,

D.7.1.x.3 %8 D.10.7.1.r.3 121% MSK. ASKU, NASK. UNK 753
HoHNET,

HEEHIT. D.7.1.r.3 XL D.10.7.1.r.3 ~® nullFlavor UNK Ofif f 12
B9 5% 5.63 M MEE D= — FEOHFHIXT % nullFlavour] (2
RS AL TV D E2B(R3)~D T w77 L— R XL E2B(R2)~D &
T L= RIZOWTDOHA X AZHEDLRITIX R £
Mo

ZDOETEIX BFC & 2.01 il (2014 4F 11 AIZEIE) IZKBE T
i‘é‘o

D.7.1.1.3,
D.10.7.1.r.3

20




202341 H 17 H

E2B(R3) Q&As
% E2BR2)DIEAEIL 3] (RB) LR
nNHZ &) LRI TnET,
LosL7eit, BUfE, FEETA FTHAES
% nullFlavor fifii%, MSK. ASKU. NASK
ThbdEFLE SN TWET,
@EF%(ZMF);OVT Fr3.1 OMBANNTHONWTIZERD LS5 ICHASnET, Fr.2,
EHA RICE MEE, 7272 L Fr2ic AN Fr3.1,
z))j}) V. Fr32 RO Fr34 IC AR | [EETT, 2720, Fr2 ICAARH Y, Fr32 b Fr34 AN | Fri2,
BRME] LEBSNTOET, SHUCH | ROEAIERELE 2 £ Fr3.4
021 2014 4 L. EU OFEEHT A Rix, [Fr2.2b ([T AT
11 A Nd 0 Fr3.2 i Fr3.4 ICAINRWE
BEIMAETHDL] LRI TWVWET, Fri2
KON Fr34 IZHREBEOFENRBILET,
CZIERERTWS T S TRDY
OEWEHMEILT HVNENRH D 7,
E2B O FEIEHT A4 Nix, BHEEEOHEE | HEERL] < R OHFEIX, nullFlavor Z W TER ST | Gk7rl,
sorase | ORI AMEETHS LR LT H OISR | U7 ) 8 A Gk.7.r.2b
025 1A L. Gk7.r2b ®E¥ /L —/LiX. nullFlavor
DERPVEATHDHZ EERELTWNE
D
D8l IERMLA HEINZEHR) | © | BUTOFET A N5 D8l OmEAMEL, Ry Ttd, D8r | D8
AN TWHE) L& TunEd, EEL | TBEETBEOEKLMGERHE] 12, HHRE2E LN TE 2N
— L TlE, BELRTU 7 F o ~ORERED | 56, 22O E £ THRIBTT,
2EA . TnullFlavor=NA] ZffV, o | HFA0121E, D8r HOW TN DOTF —HXHANMEDLN 2 5E1C
031 2016 4 nullFlavor |ZfEH LW Z L e ENTWE |13, 2AX—~F D8rl [ZMETT, LN -> T, D81l DM
6 1 I, EIEGLRT 7 F L OREBREIIAHOE | 1L, ST X M ERIRT 5 R X T,

ENZLVWEEBEZLET N, ZOHEH T

lullFlavor=UNK | [IffHH C& £ A, Z
DX GG, FEEIILED X S ITHET
TN TT D,

(FEAESE A=Y A AN
UNK Z i T& %7,

D.8.r.1 O ANIMME2E | nullFlavor =

21




20234 1 H 17 H

E2B(R3) Q&As
B#K: ICH E2B(R3) EEE T A REEXISER
2 | = . 7 5 ‘ ﬂﬁ
” 1?% = o 2 s
= —
% 2 £t i3 o
ICH = = = =
E2B(R3) R a & %
NIER 7{ b F
5 7 7
& = I
g a N
7
T
1. BRY
2. Hx
3. WEMERRER
1 3232, I(A)
3.3.6
2 3.3.6
3 I(A)
4 1(D)
1(G)
5 3.3.2
6 3.3.6
7
8
9 3.2.3
10 3.3.7
11 3.2.3
12
13 3.2.2
4. ICH E2B(R3) & — ¥ HH

22



20234 1 H 17 H

E2B(R3) Q&As
3 a 2 0 : g a £ f z
E =3 W .o ~
8 | 5 = I "3 ® fh
2l S & % 5
ICH = = =5 ]
E2B(R3) S o i il
BT A el 2 4
KIEH 7]” b F
4 7 7
IH 7 <
g 2 g
7
e
1 C.1.1,
C.2r3,
D,
E.i.9
2 C.1.3,
Clr
3 C.14,
C.1.5
4 E.i3.2 1(G)
5 E.i4,
E.i.5
6 Fr3.2
7 F.r.3.2 1(G)
8 Fr3.4
9 E.i4,
E.i.7,
Gkdr,
G.k.S§,
Gk9.i4
10 E.i.2.1b,
Gk.10.1,
H.1,
H.3.r

23



20234 1 H 17 H

E2B(R3) Q&As
; 5 = 5 = = 5 & fi %z
E =3 W .o ~
% B A 5 7 s 5 it
ICH = = = ]
E2B(R3) S o i il
BT A el 2 4
NER 7 b N
y J A
I = <
g 7 g
7
e
11 C.2r.5,
C3
12 Fr3.4,
F.r.6
13 Gk.6
14 D.2.2.1,
D.10
15 D.2
16 E.i2.1, MedDRA PTC
Gk9i4
17 Gk23r2b
18 D.2.2b,
D.10.2.2b
19 F.r4,
Fr.5
20 D.6
21 Fr3.4
22 D.1.1.1 -
D.1.14

24



20234 1 H 17 H

E2B(R3) Q&As
=2 = g @ LS & a & £+ *
H B & o % v 2 % D
5] = 23l a joh S 1,
o = % 2 2
ICH = % o E %
E2B(R3) e 7 '1“ ¥
EAEH A et /S A
NIEE 7{ k I
& 7 7
5 - J
f % g
v
23 D.8r
Gk.1
Gk2
Gk4r
Gk4rs
5. IATE B
6. ICSRFERICE N T v F o v a v
7. f16%
1 | | | nu® |

25



202341 H 17 H
E2B(R3) Q&As

BT A
Q&A #4.9 DB

D BRENEMHAERGLOMBAZMG L2 EBET S, #5ET 2B > Tl S8, RGNS 4 BRBICERFICEENRRA L, &
RONCERLOEH 2T LIz 24, ZORWEM /AFFRITHE L,

IR S BT 5 I
HEE1
®EE 2
®EE3
BOE|E Bl
C.1.5 A& DEFERAFR 2H2H
G.k.2 EFEFH ORI =1 { Tt
G.k.8 EFEMIIH LTI LN LE (¥ 51k |
k=1, r=1 1H1H:1H05mg, #MOx7H
Gkdr BHEEROEERE |k=1,r=2 |1H8H:1H Img MHHOx7H
# el s | VIS E~29 Filmg, 1 H 2[E]
’ A (&5Hik)
Gl9iERMLAMER | _ 1A 29 B: (Eil) = EZO D,
HEEZO< M) IR ! (E.i.7=1-[4)

26



BN

202341 H 17 H
E2B(R3) Q&As

2R ICERE M OB G2 L. (bG8, B, LOEERIIE L TRONAEITAH) & ZA, BEH  AEFFRITHIE LI

G.kd.r BEEROEEFBER

> H
B EBODE 5L
BE5E1
) BFRE, #5ERH
BE5EE3
®E&
EERR (RRAH)
BLOHEBE BoOE FEHLDIEE

CASABEOEIFIERATH 3A15H

G.k.2 BEERBDOFHH k=1 |‘ZEEEH SN

G.k8 EEMLIZx L TR LN ALE LN

1A 1H:1H05mg, &0 x7 HIFH

k=1, r=2

1 8H:1H Img, #&Hx7 B

k=1,r=3

1H15H~29H: 1lmg#% 1 H 2I#A]
#eH (&5q4k)

k=1, =4

2 H 13 H: A, ~H]

G.k9.i EXEML LBIER &
EHBED MY 7 R

i=1

1 A 29 H: (Bil) = #2; Gk9.id4 =1
FWV =T (B&EG5E21TV BIEH
DEFRELT2) ;5 (Bi.7=0-7H])

27



