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SOC Fg#

SOC A LMER TNy

SOC /R#EHH

SOC H KK EEHLSNi

SOC LHF# E SN

SOC /Ml &5 E LS

SOC /IR FLE. Mg M g%
SOC E G A5

SOC #4505

SOC KRR T HHRNLESM

SOC A FHHLIA A % R 24 45 2 R i
SOC EHELR W IR FH G5

SOC ZF4kH]. r=#H R [~k
SOC 4 JH 7 40 KA MRS
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BEEHKZNER

SOC & Fhst K PSR PS5 157
SOC 2B 1EHN R 4525 5 ) 5 FlIR I
SOC Akt A

SOC AXL#ily. TELRTFARIFLNIE
SOC A FhFARKLEITHRIE

SOC #t=Ht

SOC /=i [

# 3-2. MedDRA RiE# SOC 3|FE— EHBERAT KB HES)

3.6 I MedDRA A #H&E# (SMQ)

Fr#E MedDRA 7 &) (SMQ) A& — 415 Fr 8 B O s X1 MedDRA R
H, KEARFEELEET (PT). SMQ BrEMBIMA R il geH R e G . Br
EARIETTRES FARME . FEARS 207 S8R IR A A . SIZG s A% 2 A HoAth A8 PG 2 B0 dis
&, SMQ HHMRAIE (LLT) L4 E SMQ ) PT MR AIARIE, AN4EHALAL

5o

AR SMQ MTHELIfER, WM P —ACH (SMQ ATHER) « ARATRCR IR Btk
PRI HAR S RF P SRS

MedDRA AT148F 23.0 fix
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FARIESEFRH BRI AER

4. ARRFBEKISRHENN
(BFEARERREMEZD

AL 5. 6 TEEARER P b AERTIN . AR R 2 B 00 T 185E

R ABAR ZARHEA B AME DL REIbSAE R B8 10 BIAMEDL, (EAS AT BEZESE i A 51l S
f&il. MedDRA 72 P EFEARESE, MAL - DIRAG, DLAEES EMUBE . &
ESR IRMRSEPRERIT IS, IR AR SR B AR AR B2 ST

4.1 B5H

AREEP A EFZARIEN DS MG (&= [CAFE #im k) (4 30 k) ©. =K
FEL R L AR HEDE 7000k . AARIBESE AR FARIEESE (Merriam-Webster® 574 17/
#) .

[N Bl B BHUUAGE A T 953k MedDRA, FEAANEH TH3Chi, HA R R 5EsoR
B MRS SO AR B TR SO SRR O R OO ]

ETRME S AR (3 = [CLIMFELE 5 ) Rbs e R 7 SOk B W A — 2. I
“Non” ) e LR IR Z4AE I IE 777, (H TR IR LT DORA 74T il 2= R g rh i
XEEDHE )R, (HHIIE (Merriam-Webster® 23577 4) o (4: nontoxic.
nonspecific. noninvasive. nondependent. nonmedical. nonproductive.
noncompliance # nondominant %) .

[~ Bt i B sl U 433&E F T 55 Sk MedDRA, FEAAREH FHSCR, i pm & mseseR
TE LIRSS 1) HAR BT SO SR RO R R SO . ]

R (= [CAFE i ), 5 post”IARIE R LAk 40 B&, (HUL & OLERSL: HIET
FFHARIE, G5 “post-traumatic”. “postero-lateral” 1 “post-term”; PL—AMal A H
MEIAREGF, B “postabortal”’. “postpartum”. “postmature”. “postmenopausal”.
‘postmastoid”. “postvaccinal’. “postvaccinial’. “postnasal’. “postauricular”.
“postictal’. “postmastectomy” #1 “postnatal”.

PT MU EEHXHFEXPE. £ LLT 2%, WEE TH—REREXNPFSMERBES
(: LLT Diarrhoea #1 LLT Diarrhea) . MHAMARIEE I N HHE G R ARE N ARE N
“GEIAT .

4.2 HHEgIE

HH, LLT U ERGEASNEE. HUMELES: 1) ZREFEERARELRK G 100
NFERF) 5 2) ZARERIGNGTE C AP A Rl BT

CDC  Fmfzhdey (EED
CNS HHXM&E R4G:
CSF W8
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FARIESEFRH BRI AER

ECG L HK

DA R4 TR R T HLT 1 HLGT Z4 COHERDUT LLT filsh) -
NEC A5k

AT 4l s R T LLT JE4K:
NOS dE5#E

AEMEAE I - REHAR DLA) 40 BR . NI S, RN ICH XA ASE S SR 4 AE
(abbreviation) B 7 14E 51 (acronyms) RUIGAARIELE . EFRUESNGE S %
A L PR R I S B AN 1 - B S R A RVFINAARIESE . (HAE R4 510 2
DMERE, WRTAE LLT Egmimizin, ARERHASRKER WA, 0 LLT CVA £oR
i I =46, LLT LFT RFARZhREAS & T RE e b T i o
35 MedDRA E 5 /NE N, 2805 EE LLT 400818 (M 0 4ems 78 A1 IR 52 7] i AH S8 R
D) JBAEIAT, XU LLT nf i ke A BB e, B4 LLT HAV. LLT HBV AT LLT
Z A 7. {E MedDRAL12.1 fittf, MSSO K4 38E G 5 1 T k6 7 ml Sk e IR 5 1] A 4
AR
22 LR AE MedDRA FF B ) LLT AL 225 5 R, Bilin: “CP&ER“GICER".
“CUuRRN“HiL R

43 KEH

AREEPRZUAREUNEG LR KEFEHUR TN ARERE 7R, BANELAPS
(. PT FEMAEEHERD » WEYI > RA R ARG 70 A 15 B A

ARSI SRR P 3 TR NS T R AR M ERIDES . Rk, WU AT
Ve AT E [ CRORUREE AR AN S . IR, Bl K S A

4.4 B

[N Bijd W sl oA 043 3& F T 95 S MedDRA, FEAAE T rchi, b i K g seR
TR RS ) BAR R 0TS SRR O B ) R SO ]

s ATEALAPES (W PT Gilbert's Z547F) »

PV RATEE AN S EFR, WiEE N “accent aigu’di“e” (Fltn: PT ML F/44
) -

4.5 BAFARIE B AERE

A LLT 8 PT &R — S, wTCUR B/ MR B MR RIS .

ARARAES U A LR B R T 2 A AR TR BRI LK AR (il LLT e, X
HEFIEYS) .« KR EAREN LLT 5 e E B slim R S i PT Xt 41
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FARIESEFRH BRI AER

I, RVELLT . ARIEAEES PT IHIXIE. Jeh, SCBeRiE ORI e
.

4.6 WP

[ Bt BB AGE H 9530 MedDRA, FHANER T/ SChi, AP RTES 3 SeR G
1 RS i B AR B SO SR R RO B B H SO ]

PT. HLT. HLGT #1 SOC ZEZHARE AL B RIE, BIH I HRIETE
(4n: PT Myocardial infarction [0 JLFE%E], idE Infarction myocardial) . {HA B 2f
BPT JZRMIA T, XFEAE SOC H G BHFT) , =EMITH PT gtk 7P HE—
e Blin: PT LEMEMEA. PT (LA IEMEA . PT IZIAHME AN PT JJEM
PEMIHRR o

4.7 MedDRA %hg%

5255 PRAE A YA (code)’ iR ANFE, 7£ MedDRA H1, “4wfid (code)’ &
RO BARNARIBER )\ ET, VIS HARIRE. MedDRA HIREANARIELH — A1
— AR A TGS . AEFRAAE AR R X R A G AU EEMEE (. B
SOC #RIZEHRE) o FNEA FHEANRIBEE — A8 E MWD, XL Ymit i 7R
B4y, M 10000001 JFG. 44 FAREMNRY, 24— ADNE RS . FHam
MedDRA 4wftilw A2 A THARIE, HEFEEL T, WAREHELR (. FIE
5D, Ma AR R gD .

4.8 MedDRA T GBI KEEREER

fERE—idY, FEEE/E MedDRA HAEEEME AN B miid. MedDRA s A % BEEER]
ERE X, HEHETAREREREK, MSSO IR IEE . AL ALSE G e ) i i 2H
B RIOR VAN B ktit . A5 B RSB A B k25 ), Rk SOC AL/
RJE T HRTE SR ER

MR I SR — S R S S O I AL L Ry IR S RIESXS N T HLT A FisfEA
YOI EFw (A7) (H HLGT NIEXMEOHEZES W, SOC NOHAE %

B o

FEE— B EE TN EH BN RSt SHEEFISCHIARIEIB T 5 SOC A FHILAH#E R 45N
AR N o

HR G — ARG VA R 20 2N . 5 R B AR D6 O AR AE I8 5 6 N 1 32 SOC N IR A B Sy, IR
SOC NEER I AN

W SR AR IR — A S ARSI AE MedDRA 1 IH IR E 2245 .
BERE—HE UL BEMW AT —&84r, HF SOC N ERFEEIES .
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FARIESEFRH BRI AER

49 ¥BE

#B4> MedDRA LLT & 58 IRIKSEAIHIBUE (. LLT KA 75170 /LA BB
ZZ, 1,500-1,749 %) ; W XLEARE R MNHLAMARIEELIFAN, HARE MedDRA #iLI
FIARTES WA N AEBAT . IRAVESE 520 ESEH M EUE (an: Mg 141

mEqg/L) -

BT LR B [ S A, X R RS N LLT M PT (i PT 5-a-20 47
BEHZ)

4.10 BAEREMNE

KEBERINE S IARE (0. LLT W #E) & NHABAREE N fEHZBIT
ARER, OB JIARBMES NN MedDRA 9.1 FH. {H4 )5 MSSO X /E“InE". “E&
A B n ) "I R A 1S e S, A S I B IR B R S 1R (KRR .

4.11 “JERI\ RN H DR RE

RiEFHAHIE"  (not otherwise specified, NOS) , ZIHEHFELTHME SR
AR IWRFHE. /£ MedDRA 1, “JE54” IVHIAE LLT B4, FoREHEEZ BEGE
SRS (e WA RFEMSATRILN) o WA AR AR ARE AR EA ARG ER
ARifs, AT S BEARTER B B HANARTE AT R . BAR UL M S EAARE S P IR —
AR (e e RER B E B MR . B AT A UG AR E D o RS, F P RER
MBMERIBURANE (0. LLT MZEMZS LLT 2% CR#F75) D . iRYE MedDRA
EHZERLKES, H MedDRA 6.1 WJTih, AAREHEAHEZZHMEIESFE BIR
e WHh, T PT EREITE IR KRB CHEE LLT 24

FkE, “AH22”  (not elsewhere classified, NEC) tj& — MrAEZEIEIE, H T IH48%
SOC HE UHA AR KEGARIE . 5503 BURTHLT M HLGT &R TARE2 4L
Bltn: HLT FAEMGIN (15770 WEAFRMN PT, f PT BHHE. PT B
AW PT st EAMEY doE. JTAZAE PT REHANFINR RBEHCES LLT
BRIEARC A AT

4.12 E MR BARE

MedDRA ARIEEH AE LR, EOPERBCE AL — DR & (H LRV AR5 K
I PR SCESRANE], FTRUCREE AR E o, W st S AR AR SEE S (PT M2 B
PT ZMABE) o« IS, & DMHNMOAEENRIARE (PT ZM8E -

4.13 Rzl
¥

HLT 1 HLGT EHMIARIEEEAMSAHE, @ AR (. HLT A&
MED o PT M LLT ERRIAREER NREIEA, FNElARESAMEHE .
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FARIESEFRH BRI AER

BB VRIS

ERRE S N R ATRE R i (e O R B BRI AR &R (e “0
PR BCRERE™D o (HESSHMAERMER (W EAREROHNMRIETREMHRED 3042
W OOLEI L, Ml Elah. filhn. @8 fE F “heart attack (<0 IR A AE )i A 2 “cardiac
attack (‘0 II)”

“%uﬁ]“é\”
N T EREHBRN -, BRSSO IARE, HARERER:
1. "B R HERR . BRAb.

2. “EBrRINETE.
EARE R SR LA IR, 18] 5 N RAE FUE IR DA S “ B Ge A1 498 fiE”
R LRI
“RMERIEBAMETIE A SOC R, MR IMEGEA W HIME (TS R RKiE
KRR, EHAL SOC HIARIEFE T Ik, Il P AR R IE LG, wianiE
ZAREE TWZE SOC fl HLGT.
SEANE
O KA — 1A AL SOC A FE KNS M ARTE IR B, 3R SOC R
WETFSk o BERR A P AR RS ARTE LR G, B AEZAE B T2k SOC A
HLGT. ARiE“JoRM"H T #iid A BIAAAE 50, AR P & L e 22 T8
A LR

[~ Bt Il A0&E FH T- 9530 MedDRA,  FEANIE T A 3chin,  Ho pinidh K& s SOR R
PYFEIR ST B AR bR S0 SR 1 O R SO ]

FRE N BNRIERF

£ MedDRA 1, Mi&“disturbance”/E“%wi"11 N — =4, “disease” X 7t “disorder’ff) F —
2%, “Disorder” i H-T HLT. HLGT A1 SOC Z%, KANERE—AHEEZHAE
(. HLGT MHZEZEL) - X disease”—1d) e FiD A FME & i WL E 7 sy, Ak
£ HLT B9ER, AidX g2 —MesMED. Blin: HLT MR fisa4: 5 14
R R RIBIX —ARIEHE AT W7, AR MERTE.
“disturbance” 5 “disorder”[7] 3, AN PRAEZATE 3 —ME& ) 1k FER N In. @0 PT/LLT
ERAFEARIE disorder”, WA FRN“disturbance” M
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PT # LLT dy&#N

5. PT Ml LLT 443N

51 ¥WHRERE

Bk H— AT AR (e FKon LR F Y BRE] 2 “ethanol” 1 I “ethyl-
alcohol”) . B BHEAT R 5- OH MM AIZ A" BRI RACER-OH (U1 LLT 17 - 24K
JHBIEETEE)

Wi&: WA RN —FANBETEAREEAE, JEsixtNE] SOC A FAREFHEE. iRk
FHATA, LA A M AR S8 RE I N % F oAt AR5

F (Cervical) FIEF (Cervix) : Hif“Cervical”il i H KA FIES, M “CervixX’{8 5
Flo M “CerviX' ARETG B HIR, AR 15" UME S MR AR X 3. 498
WMRMSNEFEIAMERX (: PT ZH400E4EAR , WIGTE AR R e .

[N B B sl AGE F T3S0 MedDRA, A& I Frh e, Hodh prd s e E
)3 IR S i B B S0 SR RO B SO . ]

“¥-5k” ( Dilation) FIgHK (Dilatation) : “Dilation”f1“Dilatation” M Ar#E s 2 & X _E it
FE[F XA, MSSO MR BIfE R L s b, IXPANAA L E L. B2, AT
MedDRA HMEAIX i, Ai&“dilation™#%#8 A—FiGITHAE, MARIE dilatation” i N —
FRAE . 8% 7E“dilation” A J5 ¥R In“procedure”—ia (W1: PT A7 %K FA) , MR
BRI 2 PT 7 9KE5805 55 AH 5, BN T ENR E i procedure” F1RE 7
BRI FEAREAE.

B3 (Drainage) (FRABITEMERIE) PLES W (Discharge) (FEFRRHWAR
B« “BIRRFIRE TR T MBAR PG TT B E RS, W B R IR AR A WA A
. MARWAHRI, —HEH Sl FREBEARNE T FAREMEEE, KRR TMNZLL %
WA o X LEATE AR AR & O N BIAF SOC (n: PT ZB7E/aHEH 0 i T
SOC AEHi, FEHERFARIFLIE « BEA “GIR TR IR EH XS M E SOC
FFFARRESTHRE. R DARBEIEFAREEERE, WalEEFREERE, WA
RIBLEG RN RIE + 5190 (5 SOC FFFAR L/ FHIEN R PT #1EE 5]
D) FRAE + W (5 SOC &287410 . HFERTFARIFLENRN) PT M
2 X RLEFHR SOC H. MSSO [ iR BIAS K E T BEV AT e B H X R A7E A e SCAb A Pl
T ILIARE . U0 PR T SUE R G R EEF A, EFAREE —HWE
H

FEHAALE: R AN AR O I WA X G ARG, EfIE
MedDRA @A SR . £ SOC Loi# B Xk SOC FHIH R MM
SOC HMLMIRF G AN SOC IFIRZZE M RAkGAHT, il E@HEHT PT
BRI, AT LLT BRRE dn: PT O URBEUK LLT DLGENE) .
“TEE RN AN B SARE AT BEAEAE IR B P B ORI R I, g Al AU
e —H VL, (e gsm" M A2 e AR AR SR AR B A L

W) o NP B, MSSO g, Mt bR EESRRGM S, Wi AR
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PT # LLT dy&#N

AENE A . MSSO FiRE, XEMRE WL 1] X IX L6 R 5 MedDRA #H 5,
{H MSSO A\ NiX AR A ARIEE — S s R T %

IEEARE: B 7R EERIRE (. PT FHEL4E)  ENE R ARER
SOC N/ R NZ RIS -

#faR: HHAMEHS (a0 RAMEEME 0% Lanoxin®”) , HANAE Sl AR
EEMER, ATH— DU Eg PT (Blhn: PT &MEIFIFEM) BB N AN
MedDRA .

TR (AT RARMAEYES (H alpha;” AR ‘o”; “beta”MAER™) -

AUNZHRIARE: UEHEPR S NREANLRIARNE (0. 5 PT HAZHEIEZIE7E
FIZ0MAF ZX NI LLT RE - HEPA R ED -

WME (Lesion) : “PiE"—EFAETEITMESH (i PT ENEEL M PFHE , BET
DA B UE I TS (W LLT W) » 12 ARERTREM I MedDRA. {HN
Iz BB RS H 2 M A BN S I B — B ARIE I, Z AR A
“BFHE) , AR PT %5 FNBAE LLT A5 i .

Jhi (Lump)  GEFEYTE) . £ MedDRA H, “MiHvRAEm AR . A
T AR N Z M H B ) SOC 1E A3 SOC .

BhER (mass)  CIEBAwtE) © 78 MedDRA 1, “MWp BB A Yttn . i fR
T AR ZIM I BB AL ) SOC 1E AT SOC o A B NS fl5 5B AL B “ I AR A
(n: PT M) ¥LL SOC £ G150 R 45 Z5 i 7% Fh/k fE N E SOC.

g9 T, BTUSETRREBENZHREZ (Bl PT HBHAET) , AR
MedDRA NINELE “457957 BIHARE.

B8 (Tumour/Tumor)  GHrAEYIE) « B-E“PR" FIARTE R AL . TR
PT W3 SOC AR, LMW RINE (EIFELXALERK) , Ik SOC NEKRZ

e B AL SOC. W SRAE IR ARAE R A F8 I M, NIRRT B3 SRR AN
HH”f) HLT .

Se RVERIIRB M 0T REAFAE S0 RV XAFAE RIS E R R IR B, SR BT A
XTI A W, o PT AR e e R s R flin, KEZEHIR
IR T BE VAR 2 5 RIRB T A S KRR . B, £ PT BEZOkFANN R &7 AR 1E
(PT HIRIRIIGEMCEIE) o FHT BN D W, H PT 274G BR g 5 R e
SAFME" . T UAHVIRIRLAEIROR 1, FEXE D DL S R BUIR IR T REIRGR 1 PT N 76 A 1
HARRPLGE T T MedDRA w1, —BATERAR TN PT AR T InA B e i i
LLT. ANFESe R MRS AR BT B8 LA RIS OL T, A BEds i BR 2 1 1)
LLT. 88 DAL JR Dt sz 52ma i BA RIE ST F B TAE  CRPSRAGME". “Je KM AN
PREIR AR TE ) E/E MedDRA 8.0 WP /. 11/ al fif T o FR i " R SR HE R 542 ARAE
(AP T AR

BAARE: MedDRA FEAEHRIRMIRENERARIE (n: PT AEHAD BIELNAAN
SOC R, RIS WHIHE (EIFERFE ALK R RS, il B RAR
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PT # LLT dy&#N

RS IRE R R BWIIK SOC NRIE BIELIEEA IR (EITRELRLE
AL, F SOC AERRNIZIFA HIEALIK) SOC. i A7 PR g 1] &L i1 5 AR TER A FE
A NE] MedDRA . Oy 1 R GRS IR B, UG P EH CAT BRI R R E .

BT SET-ARIBWRIE SOC £ G 1ESN R 45253500 & Fr /e i, ] REXEAH SR 0L
oK SOC 1E NIk SOC. Hiltn: PT ZETANYS SOC £ G150 R4 25 55 i 5 F I
YR T PT #r4E/LAET N SOC A 2GR K45 25507 &k b7, #4Ik SOC K
LFIRH] IR [ = K

WONRFRNEE, 6 LB 2 A IFE T ZRARIE X N E SOC N ZFI-H. F2aEHI R [ =ik
o

CERATHEM NS RS, HEARIBENE SOC 2L N

“UNBSE AN A, BT ERTYRMAZRSEEN, FIEME SOC NItHRE
RIS o

HZ£ (occulation) FIEZE (obstruction) : HHEHEM T, RIME. 48, HRASE
W, £ PT ZHfER“HZE" (PT HHEzIKATIZE) o “FEIE"— & AEME RE, 0. B
JRiEa s rER R4 (N PT A& PT &M .

ZHFISZE: MedDRA & X/NAGHE 1322 ik E, JH8EH 7H MedDRA Ji7
M. MRIELJEN], Z0MZHMARIELE MedDRA HEHEHINIE X . HAMG S AS AT GetE
TR/ 2 BEER B 2 AN S ek 5 SR IEAL AT 1 0CBE,  BRAEZ B B H W 5| i sl s A
ATREH WG . XML, 1ZARER SOC F2E#H1, HaRFARIFLMFENE
SOC KBk, MR4ELLEEN, YRR ERERAT T EIRE. PT 47 B 17
1. PT MGG PT A (N AES M 1415, K SOC JHIH % 4 4wtk
NE SOC KEX, 10 PT SAHEHFHANNG SOC &5l HaRFAHFLMENRNE
SOC KHk.

FaRBa . K/ INK S W% AR S A I ARE RORESIERAL, A BT IS,
PT MNGH MM PT A E A4y 2t AT R IERAL, T AN & 7 P AT S ) 7™
HIEE,

FEMEEME: i MedDRA TS, HEHMEBEMEAREWINSEMEREHEM SR X, 1
ES5EHE L, BRIEBFEWWHBERSMERRAIMES, W PT ZREMEHTT
REMERBHAT: T MedDRA, “KEHLUE" AU N Xidl, #HIEIEA %
WA I HHER = S S (BT BRI ™= e Bilan:  DURARE R RS S
IR FN“FE 1 B 038 NOE " RE S AL . LLT Z0R0E il ] 153 PAE (G PT L i F AR Z A
HEHIE ITAE -

5.2 —BEER

HH SOC #ZR: SOC A&, SOC #HAHBEM SOC AFfF AR EE/7 e Fll
SOC. HfEXE SOC HIARFEAAE HBIfEIXE SOC #, 5 MedDRA +Hfth SOC
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PT # LLT £r&3m

KN . IR EAEIZRR) MedDRA Fif B A FESLI0 SR A4S R KRt 2 ) i
BRI MEERAE, NAEEHEM ARG U SOC. Blln: I & bt & S hE R o<
B2, PT #MKBAN SOC fCHILREFRFES N SOC K7 MALZ KN, T PT M#
FHAEWUHBE SOC KBk, (ESH5H 6 E— [RABE SR LTHEL

alm\o )
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RABEAR

6. RAMENR

i

NSRBI AEA SOC IR SRS (e ] R ERER A o IXEEBLH D9
DRA A RO A RIE AT Bt R i 7153,

MedDRA JZ 25 ) — 208 & O ME— RIE LSBT SH AR 1Y) MedDRA 43 R SRS 200k
ekl
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RAHEAR

6.1 IMVERMHERGERR

6.1.1 JHRKHE

£ HLGT 22, SOC FHARIE T EMRMHREZ KR £ HLT BEH, RIEIITHER
PR R A HE R 3 — 2 Al 4y . Ban: HLGT 81 R AT R I PT 3240 [F)9 R VA 31— A
HLT &~ (Wl: HLT BN « ¥ BIE. WRE SRR B HA RS 751
HLT $%f@5 5Bt 47 %15y o ¥ Sy MR i HLT MR 3 2 2= pn vt g7 18 2%

FLe HLT BEMR—AMCHRREDIRG, W HLT AAgmrapmizs, €5 HAL S 4
MBS A F GRFARRERI ) HLT —i&E HLGT A MRS E .

6.1.2 FRNFIH 5k

MR ARTETZE SOC RFE. BRI A RIE (EIFELFLE RALD FRIAREZ

KEM A . MedDRA H PT Z2% LA bk R840 2l g (BRSEMR EEIRE 1T /028D
(Revised European-American Lymphoma (R.E.A.L.) Classification. { T{E#¥iE 3%

%)  (Working Formulation classification) {X[R T LLT JZ%%.

P 5tk 2 R G R IR AESY LL SOC MR A M L7 G0 E N SOC, (HIEGAM R I%
TAERRAN AR LR AR AR LR

6.1.3 HRKHE

WUR AR B R A 25025, WIBR T HLGT JEB M PEZ LR A BEMIFIIAN, R &
HLGT 214 F1255% M HLGT JBM L HFLAIXRAS HLGT .. [FIFE, 75 1 H iR
R SARIE O, B FETE HLGT AEUMI T)FEFE 7 A1 5 H il 55 (il /R e L IERR S ) il
HLGT M1 #kEsm CRelie HLT AFi Dkt sr) FHZ%.
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RAHEAR

6.2 LERERIE

6.2.1 JHBIKE

I SOC H S HLGT B4 5Bar 338 GOMAR. ONURLOERAE . 76 IR 3l ik
iE LIRS E ) 5 S m B AR 02 (R, O . O 3R . S RO IERE
DLR S RO EARAE AR o HLT 20 BRAE TR RS, (HIRERAERR A, %8575 152 50
N ) e B VA 25

6.2.2 FN A 41

BT Se R O NEIRRE A HLGT A OWZES N« Ak, HLGT oA RZE 5N
AL IS TG e TR PR 7 1] 10 Lo I AL i

FELb e R B BN OO IR o IR RIES HLT AFE O E 7 s (534
Z5) Xt (4kTiE HLGT B M OHEZE% S SOC OMFEAS BTN o

DHE (ECG) 5 _-AHIE SOC LE# EX BT A7 E] SOC AZE4 2T HLT
¥ S Yl vzl N

iz RE AN SOC A5 2 HLGT LM ERE (NEFFHERE) FH HLT L0
2.
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5. HLGT FHEER G210 HLGT 45 &, HLGT 4 E e 24

o H=/ HLGT HHEHAN I A EAH B B ARE

- HLGT i e (5435 g4 7w A THES T 31K R85 5% FIR
(. HLT HLEFEr (7525 A8 T T8 8 0 SO0 FR Bl ik 15 T
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HLT W5t % (NEFEMEY) D « [ERXMIENT, 2. 468 a o 4 H
SEEERT RS A HLT & (i HLT REZIEEM T (AFH42E) ) .

o HAh HLT &8 THRXMESERE (0. HLT B8 70 Fr. HLT KR HAE
JEIETIAr (G528 « HLT M DRAHCL S HLT B EERES -

o DIT& SOC AZ5f7 2t et o Ath HAKERAE -

- TEREFNGARE — B 50 B 2R E ARG 0 B 223 VB HLGT R R 45 R i &
25 (PNEFFMT) N HLT BRI FI AT PEAH 2R 6 25
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- MBS — RS RE R AR SR PR E O S TE HLGT MR 5 & (H17
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- OHMRER—PT ZHMFEFRE HLT SRR F 20 (53728 .,
- RE-REREYS HLGT KW WMIREREREK 7P B HLT AF7 515
R HLT EFR B (453 755D Bk
I SOC 71 PT RuJfEN IUPAC. LOINC®HI IFCC trtEF fRIARIE . (HAEFELLfE
T, XEEPRERIEE P PIARERE A LES TR U R EXFHE, MedDRA
R B ARAE R B 2B TAE PR B PE . AR, kB AE = 2 W
HIEARARAE LB GIRIE (UN: PT JE LB GEML % BT i AN je IUPAC ARiE“FR H 5 Skt
m” . 4E4RZPIEHAREIL, A E IUPAC HR1{E AL 2242 7K

6.13.2 F N Fn41 45

MedDRA AiE HH I FR 2 7] “FH e 48 M IE RS B S MEEIES . MK R & P WAL
Pl e AR . EJEE B T 450 N BRI 45 3 . MedDRA TAERIENAE LLT EH
A5 FH PR S R (RN s XA IS B LLT 20 70 55 4 B 5 el “ PR AT i) PT
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MedDRA H (KA1 B ARVE 8 5 MO SEI6 AL IS B ARIE, INCRTE SOC 258
o HPARAE L Ab:

® LLT Mm/6EM LLT Mam/EsS PT &Ml /ke PT fta/65<Ek; X PT WRAE
SOC /M & 5K EEE55mF .

o MR BME"MIME PT 5 SOC R, LR MG AWM E (1T ELFLE R
M) RBE (n: PT #LELEEHMED .

® PT %MWM PT K@ EZET SOC MWIRFEL MRAKG N X R X EEARTE
M H R IR A S ARIRDL A A A R I

® LLT EANKAE SOC £ G N REGZ5ms (L 75 Fl bt « BIRIRIEL €, b
MBI SOC A&zt (R Erguis N —MIESED , HeEmH LKA
LIRSS (PT &40 o Wik, X—RIEWRIE SOC £ G 1EHN L2255 255 (L 5P
SR

MedDRA A& H IIFR 2 7 “ " Ron— P G &5 R e 3 (. FHREE 1
RE. £ SOC FEm AT AR e F, TSI IR e m oA IEH" A"
T s PT R 5 FF @ A IR 2 oy FHPE S BA " (. PT 474k %2 41
# s i a A A 0 PR E R A KB 4R R (s LLT APTT ZK) 5 HT 49K
SIS 2 I BR B 1 N TR YRITER TR K (s PT ZK-FIEF76877 2D
RINBRERMIARLE (. PT MEAFERN PT K pH) FHTH87R 5 — 50 B 7 B Sz bR
. DAL IARE (. PT &R IER PT CAVILIE) 1555 B IS¢
#"SOC 1, 1Mk SOC A&k 2.

ISR B A BT, WA SR PT (. PT RAEFAH) .
fE SOC XA, WERALHIEH AR CRERRD .

£ MedDRA 7.0 2, MSSO [l SOC A4 AR A EIILE AT, S ik
WA RTINS, R EDS RS IR A . SR, SR AR A BESR,
BRI R VA CLERREA I . WA FEAKT RSy PT VAN, ET A e
IR ARROA TR S LLT JFSUHR B Blin: LLT MSTAHHIA S PT b
HHBIHETB.

RETASSF ALRRR CH HORREE) |, TRV §8 e PRS0 25 (AT

RPN, HRaEARTEN B HEER 5+ 22, flin: A HLGT 4
MERZ (ANEFHRN) M HLGT AFYIAE AL 2 (NETEHR) HHER
HIEER A S AE HLGT MEfe e (177425 T . WRAEHARGFER I HIIAE HLGT A
HWMFRGIE (EIFMHHZE) T o I HLGT WPIRFZRNfE i B (a7 7) HHkk
WM ~ASEIAN HLGT fCHf. ERAM TR ET -
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PGB HILE LLT E2%, 5N EARERE (Blan: LLT Lo FiE#s
PT 40 F &0
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PRI A TG, REEREA G MGREREN M USRI LLT 24 A PT
% + IRESRARERE A .

AH WAYRR MG DNA BERE LLT B9, H\XNERH PT § (. LLT A W44
M7EZEBHMES PT Ml #4 H 5 T FRER o

K FE SRS I B 78R, HAEH TR . EEARERAEE M. ER. &
W AEFEARARESTAE PT 2. HMFEARRIERAE LLT JZ94EM. #l: LLT &4
S PT £225 0 Bk
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WU RIEIRELE LLT BRI, Blin: LLT FCHH#E L DNA FIRTHE PT JEZE4 il
FHTFFREK o

NFEE R, . FER. FEREEEITE ST, £ PT EHAXFEARLE, K
AEENEIRIK FEARRIER . AR RESE LLT 2 ZARIIA IR R = S 5E .
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. SOC FIARIEE HLGT E&LHITHHEAE=MMEE R, E—FFE& HLT A
R R AN HARY) R S 0 HLGT (. HLGT ZZmd i ng (Cif sz . HLGT sEA/CHl 7
LU T HLGT JEG(CHI2E25)

%% HLGT A& a 7 iiid 5 — B8 FEFEm AR ER (an: HLGT AL —# 1
ERFERFR HLGT 24 FHFMESH) -

B2 HLGT ¥ 75 BRI ECE SR EE R AR (Ul HLGT Bt 254
M HLGT RS L F 5D

6.14.2 F 0 Fn1 4k

T VR 22 2 R AN 7 R IR RN S22 2 5 T A, BT AR 2 80X SO E S AN HLGT /(728
SR (N FH2E) T HLT AF e 7 (N5 4925) t, NiZERE, AW HLGT 5
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SOC A FHIIAEHER 2425 A GwHE HLGT EARIEA LRI (. &, WIS 464
20 SomPh (M. e RVEREREIE) 938, HLGT JA B B FIZ 474 R 5w (5
2B R—AEMASWHSE. i HLGT 2K, HLT AR E#ERIZE S5 H R (SH 5
Z5) R TN SOC HAbAL R ATE.

JRPARBAET WA HLGT A, Hp = MHE: HLT ARG (NETEFHLE) 5
HLGT E #2550 (NG LR E ) FBks HLT BRI TTAS HLGT
KTHESHFWe; T HLT HAEEFFIAIEN S HLGT AR B 11X =A
HLT 4k, 1t SOC At IANEH HLGT JIA B BERIZE 550 R 5w (S5 5025)
N HLT JLAAE R 55 2 R IR I AE (AT 4D

HLGT A A E BRI 008 NI HLT g i Rk B, PR B Bl AL

RITEAT 732K

6.15.2 A5 4

HLGT A#E 95 SOC AFEHil FEHERFARHKIFFW HLGT BHELK T H AR
ik, HESIME FEULFARIFRIEMRKAIRIEY SOC AXLH ), FHa#ERFAHL
JEVENE SOC Kk, Blun: KREHEIETIMG, ¥ SOC K4, HHERFAHK
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6.16 REPE. Bk KR A B R e
(BREFRAE R
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It SOC ZfBHIEAL 73S, ARG AR [ 1 RO R s BB Bt AT 40 o . PT R85
5% F H SO RE T 7T — 4 T14% PDQ (Physicians Data Query) Terminology Guide, {H3f
AT SR R SRR A, X — LR 57 70 28 o [ B vk 2R F 9 /N 2L € [NIL Harrris, ES
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and KC Gatter. A revised European-American classification of lymphoid neoplasms: a
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WREIRT 7T/ MR D Blood 1994, 84: 1361-1392], #{% PDQ ARiffE. HLLALZEHIHk
B RIFAN LLT,
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K (EFTRELALE AR NI SOC KEK. Frfa HARMIEARE K E#/ENE SOC K
B, FBRIEAL SOC 1E NIk SOC KBk,
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FERALE R E AT SOC KEE (. PT MH/ZLETELMIED

MedDRA HILE KIAIREERARIE (0. PT AEA)D BEASEIEME. FEZHER
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FAR A 1R e Py AR 135 3 e G A 75 22

MedDRA AT148F 23.0 fix
2020 £ 3 A *
000417



RAHEAR

6.17 ZRME RGEIR

6.17.1 JARMKIE

MAEPIRIE HLGT ZEZCR A =M 85 37 028 M5 Ar gl 95 DRI DL S o 3 AE
Ho SERIEMRAL > ZRBIR HLGT 1IN HLGT B8 At sl fe. HLGT
FIREE SN (AT « IR S50 HLGT . HLGT sEAMR FHAEHE F
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SRR E &AM HLGT, AN HLGT #LB5K (AAFH42E) T,
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AR SOC KBk, WALy A LA AR E (. &) ¥ SOC A2574717,
1 ZE R FARIERIFE N SOC KEE, F¥ SOC LFUH]. J7HEHII B VE Rk
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PR BIAREAE R LR LA

o “HMWRT A RIEW LN HREARE, (X5 SOC 4LIH. 7 #FHI L [H7HIIk
o

o AN BN YS SOC AFFARRLESTHIFFREE.

o NIW“IHIAENR HLT A L= Afr ZmtF LRIk (£ SOC &Kt 7
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FEHEIAAR SOC MFET HLT FHER PT CEISETEEART BT~ S 5m
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MedDRA 7 HEZ: 5 2l T W5 /N MedDRA SEFIFEH RN (2014 4 4 D,
i 17 MedDRA Hin%E 27 4~ SOC VAN K™ it ARG RIAE B F A& . I
MAILTAERMEY, XEMSREZ, KOV EE N %, CRE
MedDRA 2§ 19.0 MR IN T % SOC /7t i€, FFMN T W M=, SeE . 4
PPIRE RS AN S LR E P R ERTE . /£ MedDRA  HEAN TR R TE I
AN H W R B AR 2 SRR 3™ i o R SR I ERAR DG AN R T RATRU, 77
R ARLE, AAE S HIE RSB IARTE, W DL T R I R A R BT B
FIT-HUR IR e e, AR R 0T 5 [ Rl s 22 R4 L 35

SOC /=g & & WA HLGT: HLGT & /w@75M HLGT /o, Hhr, 2845, 4
FERING EF G . HLGT L& @ZSERTA )\ T HLT (HLT L&/ Zpl &
FE. HLT HEHTHE. HLT EENFZE. HLT FE 15857 H & HLT FE& /1
B (PG HED . HLT EEMEFSF (7755 « HLT EEEET & (155435 F
HLT ZEYHFE IS Z GG SOC £ G105 R 245 255 (7 257 I Yo

HLGT /=i /iisa. 1N, 24, Ar=~fi a2 4 m@an & hA = mbE HLT, Ef1ga M
SOC £ GMHEHWRZGZT5M AT RIS, XTA HLT J&: HLT S50 52 5
I HLT foag 95 Fipras i@ HLT 7,2 95 Fe € @ HLT 22 19 5 Fr 22 1]
IR HLT o2 95 FlIEE 8 (5 425) o Ah, % HLGT 8 )\ Egiimimng)
MedDRA % 19.0 hixH 1) HLT, LCLURZEW RARE 7= A= i DL S A B AT 28 45 1) 1)
W HLT BE. 9B RN E%750 AT 775 1 4 i@, HLT 47580 (535
E)  HLT 4/ S @ HLT A/ R HLT BE 4778 HLT /=048
BIFIREAE I Fe HLT 20 LR AT i) J 1 1

6.19.2 FWFHI5t

It SOC fEE 57= SAH G @, WA 2 SIRKEUEE SIS, Bk, KEHREN
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B o
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2 A Y BRRAT R 58 A R AR SIS 5 75 B F P IR SRASCH S s, BI85 46 28 7Y
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6.20 FEMPIRR

6.20.1 JARMKIE

XF SR HEAT VA 2R ) 32 R U2 S [ RS i 572> (American Psychiatric Association)
RAGH (B2 5 5 F A5 7k ) (DSM-5)©. R4 DSM-5 HEFEM4r 27 AL
HLGT 2N IIEIRIFEAT /3 2H . DSM-5 5 7l fiy 44 195 S B ImT 26 2 DIIAH 5 909 »
—[FTEAEM R HLT e HLGT TFAXSHBAE R FAIEAGERAE HLT EH 4. 4

W: HLGT MIES LTS 7 Al AL A4E— 1 DSM-5 FERIW A AR HLT, LK AL HS
JERATEZE HLT, % HLT B35 AR S DSM-5 2 Iibnik FFIHR AR .

XF MedDRA % 19.0 i, HLGT OB HEAIES A ALy wth & Hosh HLGT AW AJEL
S KSR, [BIRE, HLT OB S R HLT AFhE pEmdf HLT HEAEA#AX B
WIKTE DSM-5 HRIFEIEAE, g B i HLT XAAIEREERE. HLT & FhE 7 5 5
HLT B0 AT i 457 7

EHT 24 DSM-5 7328 AEAEIRIANIER HLGT OLFEEZ A (173 5025) LI
HLGT FERTTAIENLR (FHFE)

HF PR E RETRPIARER SOC B #4405 5ENE SOC KEL, F¥ SOC
PRI FENE] SOC kB, Blln: PT SN ZBEE T H RN SOC AL 2 4 5 1k
NFE SOC KEk, ¥ SOC #F#2EE NEl SOC KBk,

T SOC #FHm BN R (n. PT AFE1RZ) HR#E MedDRA #iLKE SOC
BN SN ESAE N T SOC KHk., XEERIEW SOC FZatm2E0) Je 2 IR
SE SR R Ge/E AR SOC KEX,

HLGT ZEHCF i A1 A 45 a5 FEIR 57 5 B AT A A T H HLT . HLT A# 2P & 5 R
MR (. PT SZEMA. PT 24V PT BUfE) .

SR AR SCHPIRGL Ctn: LLT 25700 PT Zo#iis i R W) LLT & 25050 ) PT
) B51E SOC #2801 HLT A FA (& TR S NG TR R

A DSM-5, iR IE RS A ARAE &P s R, “ B —ialid s A HH BT
MedDRA 1] LLT ZEZ.

5 MedDRA HUHT IS " ARIE, &k X S SOC #2455 SOC #7725 1
ARIEFEEE. “WH"ARIES SOC #2150k, [N B BRI PT 6%, A NKIARIE
(n: PT ZiHiliii ) WoR{E SOC #-A=Hhgt.

6.20.2 FFFIAb

A1 B 35 [ RS 107 22 2 WO I 20 8 K i 4B & 8 DSM-5 AR R . (Hig, XitR
W5 B HARIZWARHEA oG, TIA R R EIRZ — A FRA BB — X M,
b, BHATEERE N —A HLT TR
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6.21 FEKIBRRGER

6.21.1 JARMKIE

It SOC HKERS HLGT MARIEMEFIERAIBEAT 028 (. HLGT BB BT

(INEFFLELD M HLGT R ESHF) « fEdk—Sa0H HLT ZE%F, AR aRELUR
FRIFZEH PT (. HLT JERHRAFIA N HLT JEBERAZRD » HARHAN HLT A7
SR (5770250 22K HLT.

HLGT MRAEFHE SN (10577725 L&A Ta B A JETE N H DI A IR TE . 7Rk HLGT
W, & HLT 095 ASe Rtk TR 90E DA R LA 2 . an S8 0 T 30AL, U175 AH B 1 fif
FRRAL HLGT T HLT ZEZBcEME e RS HARE (. HLGT BHA#FZE
HIEER) i) HLT AR EMELL N HLGT F/R eS8t HLT ARt K MEmiR
EHHG) o

. SOC HPMRLMEREIRAAE HLGT A /RE I IFAERF s % HLGT =4
HLT: HLT ZHEAREIEL. HLT KRR GO e HLT I RE 5 F A G RDIER
(A7)

6.21.2 FR | Fn 41 4b

HLT AR 7 G hAI e T ARIBEE P R ZEHCT IR IARE . XFEE N T 8
HEAIFR TN, 1 PT HAMHK ZrEnlfef UM E A & K&OE I AR A, A
HiES S R A AN ARE (. PT REFEHD WatE SOC AL &,
XFFas BF IATE XL B SR RG:, ANETEH" AN FUEH. /£ SOC BHRW
IRAZGH T, REFEE L PT 29, MAEBANELE LLT FZ% (. PT &M LLT
EIGEAE) .
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6.22 45 R G K IR

6.22.1 JFAX4KIE

It SOC A AIARIE R MR 3 2 5 AT 4098 A L Thee

PRSI 702810 HLGT (Wl: HLGT AMSE5 M HLGT M ER S (7T
A IE) ) LE HLT B L BRI T sy (W HLT A HEALEIEA R HLT
BTG AFTIN) o FRFSALPRIERVREIR /T 20 % HLT Can: HLT grziRIEik. Har1
T () FHLT A EIEL TR

HAth HLGT KBELDhEESRH (W: HLGT MZJgEfI4E B XS0 N HLGT a8 IE
HTFR% HLT WAEThRe w0 WAy (. HLT ZEAH RS REEE N HLT #57
KRG o

HLGT 5 A5 R AR E RIARVEf ik H A BIAFLE B, AN X S 2 ot
BRI R TFENEIM. 1% HLT R (B, ZHsRBH) RO AE.

RGN RAE A S IRYE AT ERALA2E I HLGT SRHK, 12 SARYE N HZEM HLGT Kk
(Wl: HLGT L4 BRI AR HLGT A G R FI A IE) o WA TR AT
WIARIELE HLGT ZHEN W (15738) T HLT LHEBRFAKAE (57778

HLGT £ ESW (5738 Bt 7 —T 2130, DI EE RN RIARIE. X
Yo HLT B35 HLT M5 HLT ZE5EELEW (PAF 5T (CNETMED UL G .
RGN RAE . RAERFEAR AT

6.22.2 3 A A

it SOC A HABMRIEMHIEAL A . A& BYA RAEARIER HLGT AFH, HLGT A
B aRE HLT AR R A IE,

“IIHRIER 52T SOC B, ¥ SOC 44 Z4 A RS SOC 4FUHY. FoiF
HRE PR ARYE TR B IE BN I <2 B AR B AR 4 AR S -5 e A 1 o BBk

BTSRRI SRR, MSSO a6 T¥: LLT EZ G 2 7 5 b R PR AR A S 4

MESHT PT EHAMLLEART . ST 58NS, MSSO MESRIEE XK PT T
FEALAI R B WM, Loan PT GiRA B R T E LLT &AL THK L5 A PT
AT TEGH A EAS RN W LLT B EALT THEIK F S 75 2
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RAHEAR

6.23 PR RS, B KRR

6.23.1 JARMKIE

SRBETIEAL) HLGT (4 HLGT M50 A5 R m BbAT 702810 HLT (4.
HLT Mg fi £ /200 e HLT IR (07 925D ) o FIR T KA AL 0
HLGT (Un: HLGT _LAFRES K (HEFFEGD ) 15 HLT EHNGE—5 0 N BARR f#
HIRAL RAEE — B8 (. HLT 27 MmAK ) HAh HLGT #ZIBHmAES2E (.
HLGT AEHFEED , FFARHE 5 B AR BS540 70 AAF HLT .

HLGT & ] [F]If fe g5 3 e AU AE (. HLGT  FAFRE N (FHIERNERER L)) LL
HLGT _LIFRE W (NEFTRER) D

HLGT A ZEnPIRE A SR YE A E YA (R BOR 5 LARERIAL A 0 2R HLT
(e HLT _LAPRGERSE (4979798) ) .

ST HTE HLT FEARMRHE m 5 A s AR FE o B & I (e HLT A FEFREE 5, &
[TEES. T HLGT: Mo RN (HLGT JEAMEIFRES ) « ¥ )L (HLGT &
FIFAE IR Z G5 CASWEGE R (HLGT AR AZZHH (AF53E) )

6.23.2 | Fn 41 4h

HLGT FIPRES N (FHHEFIERR ) 3K — bl SO . G — ) HLGT
dr, THZEEARTENAE HLGT X TERLHM (NETENE) TR HLT X TEZE I
Fr.

HLGT _LAFREGN (75D ISR BRI M AE — HLGT i,
PHZEARAENIEALE HLGT _LEFREHR (AEFEEZ) de LLR PT EAER BIAES A7
HLT W (tn: PT &744HE HLT AFER (A48 F) o fiid BHZE K ARTE 0] §E AL
ERORE M) HLGT . Bltn: PT MEMSEXRS HLGT FSERFRE/EATR HLT
IR (NGB KBk

TR BN AE— A HLGT H, Bl HLGT AEEFRE K, (B2 HLT SRR A SERL
£ HLGT Mpzssm+h

i M 1E HLGT A SBIPIRE MR, 1 A FE e ok, XM E HLGT /i
B (HLT A igpnEn .

PT Zu R PT FEEEZWFAE SOC IR ZL, M RHUNG A X AR X Ee AR5 #
RN — B AR LT A A — S & R B

BT BT AN X R EHIR RS, RIEEHFAE"EFH. £ SOC FFRZ
. M RHEGIRT, RiEFEE PT E%, MAEBARNEE LLT EH (. PT /IFKR
R LLT BFRIIEENE)
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6.24 FZRR KB T A SRR

6.24.1 JARMKIE

It SOC H# HLGT EZIFERI ki 2w B AT EURE (Wl HLGT M & EAKM AN
2 HLGT FERHEZFZmM HLGT KEER MEMED o BIIMENA HLGT MHH iE
YEFILN, % HLGT — NS4, I&F HLGT FXELEL KM, % HLGT %
T ABTAEMHAR HLGT BRI TIE. HLT 29 & ER I m k45

6.24.2 3 FnF1 4k
W, SHEREMAHXPIARER SOC RAE%KIEANTE SOC KEL, ¥ SOC &ML T
HREIAHE NI SOC KBk,

MedDRA AT148F 23.0 fix
2020 £ 3 A
000417

55



RAHEAR

6.25 {-&IR1E

6.25.1 JARMKIE

SOC #2447 MedDRA H1 =/t SOC 2z —. Itk SOC BEHIRM—ANKAH, L
SRR LN 4R 15 AP S N R BRI R . SOC A SHBHEAR FAFEARGE, A
RARNREN, Gln: PT ZWH &R PT FEAET5ARIELEY SOC W, & H K%
ARG, W PT Zgpli/im PT ZECI 4y HIRTE SOC #&#H5M SOC £ 145
R 4525 i i 57 Je P

It SOC HAREAE TALM AR BRI . H%A HLGT WA Z st H =N
(e FEEW R, SRR AT IS o £ HLT E%%, X HLGT k3545
NEFEEE RSN RA (W HLGT FE &5 N HLT FAZEL. HLT 5K/F, A
HLT SCEFIER IHED

£ MedDRA 1, REJLFREEFAT NHIARIE 5 S0 TR B E 5 1 N I ARIE 2 8] Ky
PT/ILLT X &, JBIREVEFRHT AL PT BEH, ML BUESRMIALE LLT E%, UL
W IZRINRAE SOC #2550 0 HLT JEFE/AAT (e PT M/ERMRIL LLT HERF
2 o RRFELLEIOFRINZ EEIRIELE SOC #HLH b5 HLT AFHEZEZ TN PT
ERCL M EERE . REZEFEZWIRBEAREERN—A LLT B RZEEPT T
(In: PT JLBEEFFZEEM LLT ZEF/LE .

XF MedDRA HUFHE I "R, SBHEX > SOC #H A5 SOC A7 28 i
ARiGEHEE . “WHARIES SOC FFAZERIk, RN B PT ok, R &NIIARTE
(. PT Zim/li ) WekAE SOC M by

6.25.2 3 A4 4

HLT &40 12545 00 A & 5K R IARAE . HLT 47257708 o G i S )7 T, A
FEEN . MO AIAERE . PT ZWIBIGRAE SOC Ffatim 25

HLGT A5/ 1# 1 @0X 43 Y038 52 FE 345 TR AL .

PT X475 HLGT FFH kiR, 1 XAVBRRYIRE AP0 R R, PT #7
ZHS SOC #oH LR GRIRBURYD , T PT X475 SOC MRarE4w (B
RURHD M SOC FIHEMLERAHMR K [FIFE, IR L HZRARE G (R
PT HZWCRAE SOC ARFHIHNT, 1 PT WrfaidMiek(t SOC #H by

1)
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6.26 FFFREETHIE

6.26.1 JARMKIE

It SOC ;& MedDRA H =" SOC Z—. EAEE ALK FhF AR I ST HAEARIE.
It SOC HHIARIE S HAh SOC A £ Hi><Ek.

It SOC Wk Z N 3CH"SOC, LLLxRA S5 BT AW . SFhFAR L= #4F
A — FdE s BT 7 B SR AR OGS 00, FEAC PN BSR4 T 2R S
IG5 RE 2], X2 A SOC, HABAARERMILALLIF IR,

b SOC WHARTESE HLGT R ZRIEMHI ALK 7>, B HLGT Ja/7 LRI 1T
PH (779028 Brhhe B HLGT a6 17— el G r PE3RAE, 1 HLGT #4877
ARG HLIRMER L T HLT,

ARAEGH AEFARARE, e 5REARE BRI A XA . /£ MedDRA 1, fEHIA
BN TR VU FARARE; Fik, ZAEBWCRTEL SOC H. RiE“H R H
VESFH AR, WERAE SOC L24H). 7 #FHI R Bk It » 35 5N R A e 2
FARICRAE, WHHMANFHEARE, FN SOC ZEUH]. 7~ #FEHL 7B

6.26.2 F | Fn 41 4h

HLGT ZEZIIEEI/255 MedDRA T SOC HATTREML (RIMFIERG) , D%
A RGNETT 2 (BB V)R 6 BB B Ak o X B4R 28 R 45 B2 BTy &40 5 & ARG BEK
(e
® HRMWIRMEEIN NI HLGT, R: HLGT XABFIBiaG 7 5, Rk
AL IR B — AN B AR R
© R AAME B A R AT R YR T 4L
o L. WU, W, WIEMBERRIEIIN HLGT UL 5/7288/F. 1B, PT #it
FANYE HLGT BRI FIE/7ERETN HLT K F7677 B4R Tk
[ B W sl b 4338 T35 S0 MedDRA, FHEASIE TS, Herb B K 3SR iE
P MR SO Bk R SO SRR RO R SO . ]
£ PT F LLT E%, 4 iaiE“surgery”fl“operation” ) A i v H. 4548 H
[N Bt B a3 U AGE T35 i MedDRA, FHEANER T Sehi,  Herb ATk M 3 seoRAE
P MRS ST AR b S SRR RO R SO ]
“Dilation”#1“Dilatation” [\ bR ffE = 22 8 AR, 3 & [F i, MSSO IR BIFE R L 0k
W, IXBAREBHLFEG . H2E, AT MedDRA HLLX ), AiE“dilation”f —
PG T ERVE, TRiE“dilatation” 8y — Rk . 18 % 7E“dilation”—1d] J5 s N “procedure”—ii
(tn: PT A7 %FA, WNEAREE A . B PT 7 K557 5465, BNEM
HN—FFAR, HEA IR EHE.
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U IR AR, IS5 SOC AR FA RIS RIFEHFEE. FAATE T Hik sk
CCEBUNTIES T

BRI RIEATE O TRIMMBGREE, 5 W M 5 A AT . TRT
RIS AT B, B LI . IR RIS PR ST
MK (s PT AEEHHS SOC HXH. FaRTFAILRIENI o WAk, i
H 5 HRERFARER SOC &M FARLFRIFNKEE. BIF, MR AEE
AR FARBIEATE, WA FETARBEIEATE, WARBLERAMRORE + 50 (5
SOC 4 FAR KL RIFKIN PT AIEF75) MRVE + W (15 SOC #2447
1., PR FARFRIIIGN PT RIEEHEHED) FHAT LRKEE. MSSO T B, 2504
e, AR AL R A MedDRA i st ARBL, AT /7 7 558 o
FROW T EAIE T, RTAR. R R S HIIE.

—ffE MedDRA i, (ST FLE S Fom AT I T LLT, Bl LLT /7
EEIEARTAE PT A& IR, LLT #REEIEARTRAE PT AT,
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6.27 & SHEERER

6.27.1 JARMKIE

It SOC AIARIELE HLGT Z4¢ 1 B BIG ARR AR 2. K2 Bl & 5k B 5
SRR TEAZREFIERAL AT e, FEE IR AS] SOC AR X 43 258 (i T B
Ko 1 HLT Eg, MARIEMER 22— LM RiE. £ HLGT zpki#it. Fx. M EL)GE
PEFIFIE. HLGT f2ZELX A HLGT M B4 W (54538 Ul HLGT [ &M H il
B IRBL HLT JZ a5 5807 o0 A LR AN 2 A A, (HAER AL

6.27.2 3 FF1 4k

B, SIMaHRRARE R ESRIEAL B, BIE S SOC /M1 &5 & 255 w1k
R SOC KB,

MG IRER S A SR, HLGT spi#tt. PE=. M ETIEAN ST HLGT F2ZE L
FER R RRAE Z VI . (Hag, R a3 kS it cn PT BWHzsi#
%) , MEaEWRR S RE (. LLT Bzt PT EaiiiisEEs PT Ezp
RPEES PT  EaIEH)

MedDRA H “m " AR AR VE 8 5 MO SE 56 AL IS B ARG, URRIE SOC ALk &
No BRI PT AM1/EM PT MM/E R0 LLT A/k&EF LLT AEa/Ew 5, eA1#IR
SKAE SOC [ & 5/ B4
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I A BT RS H

iR A: BT REERA

A

ASCII

C

CIOMS

COSTART

EWG
EXCL

FDA

HARTS

HLGT
HLT

% E{E B HhrUENS (American Standard Code for Information
Interchange)

[ B2 22 Rl 2R 4 4 514> (Council for International Organizations of
Medical Sciences)

AR R RNC FE bR ES RS (Coding Symbols for a Thesaurus of Adverse
Reaction Terms)

LR TA/EA (Expert Working Group)
Br. BRAM. ANELEE

EEEMGMERSE (Food and Drug Administration [United States])

Hoechst A R kMW AIEZRS (Hoechst Adverse Reaction Terminology
System)

Efr4HiE (High Level Group Term)

mfLiE (High Level Term)
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ICD-9

ICD-9-CM

ICH

IFCC

IFPMA

INCL
IUPAC

J-ART
JPMA

LLT
LOINC

M

MCA
MEDIS
MedDRA
MEDDRA
MHLW
MHRA

C I Brgge s 7 29wt 25 fLk ) (International Classification of Diseases — 9t
Revision)

R PR 2 g 56 JURR IR PRI IERR ) (International Classification of
diseases — 9" Revision Clinical Modification)
NI AR SR E bR Pl B34 (International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use)

[ BRIl R AL 27 54556 = 22 Bk & 4> (International Federation of Clinical
Chemistry and Laboratory Medicine)

#1245 1 5 P2 priE A 43 (International Federation of Pharmaceutical
Manufacturers and Associations)

HFE

[ bR FR R AL 22 A0S AL 2Bk A 2> (International Union of Pure and Applied
Chemistry)

(HAANKERMARIESE) (Japanese Adverse Reaction Terminology)
HA#125 T4 (Japan Pharmaceutical Manufacturer Association)

f&A7i% (Lowest Level Term)
MM Fa bR bR IR 2 4 iy 44 59wt 24t (Logical Observation, Identifiers,
Names and Codes)

He[E R ZE PR (Medicines Control Agency [United Kingdom])
HAEEST 5 B 24 (Medical Information System [Japan])
(BTS2 4 ) (Medical Dictionary for Regulatory Activities)
(&P ) (Medical Dictionary for Drug Regulatory Affairs)
HAJEA 54 (Ministry of Health, Labour and Welfare [Japan))

e [E 2 i AR BT B2 R (Medicines and Healthcare products Regulatory

Agency[United Kingdom])MSSO 4+ M3 ##k954H4 (Maintenance and

Support Services Organization)
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I A BT RS H

P

PT Hiki%E (Preferred Term)

S

SMQ FriE MedDRA 43 &) (Standardised MedDRA Query)
socC ARG E 72K (System Organ Class)

W

WHO I DA 2H2] (World Health Organization)

WHO-ART (AR TAHLURR M ATESE) (World Health Organization Adverse
Reaction Terminology)

W7 MedDRA AIE [ 4 B& 18 T 7 RE46 5 1R F138, 157 8] F-ATT 9 35
(http://www.meddra.org/how-to-use/support-documentation)
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ff{3% B: MedDRA ME&HIR

M=% B: MedDRA Mi&#iid

PEB SRR T — R %] MedDRA &k . &R AR —/MES7E MedDRA ARiE
SErh e, ARG, MARE . SRR S 7P BI A P s —2ob A
MedDRA #t1749mt5. R MM, M ve IR ERER 25508k 22 5% . MSSO  HAEE b 5%
BN —ANTAE SRS, FE@ P B AR E 2, (E 5 B AHres%.

ABCDEFGHIJKLMNOPQRSTUVWXYZ

A

JEiE (Cancer) “fEfiE (Cancer) "—M g sz ishilth 2, "Iy #E)

I SR AL (B8 . “iE (Cancer) "R AYEA T

(Carcinoma) FAL A, ARG ERAL AR ) « B FZEL >
AN CAED DL s AR E = AR ) (I . kg
MEZRMEEEER) . /£ MedDRA 1, “cancer’fl“carcinoma”
WML E XAl . “Carcinoma” A iE i ¥ 7E “cancer’ Ri& N —%%
(W: LLT Skin carcinoma f¢/# 5 PT Skin cancer &/
HF RER, A SCRIIEAAED .

Angina “Angina” £ g 3 A BE A MR 587 ) & OCE QRIS e BRI
ZAE I X, FrLAE MedDRA 1 43EHAT LLT. 4“angina”
FEONWHIE 587, FEREAE TR R SRR % Ombkik % 5
HEER) S —MRIE . B, BT HARIEAESE PR
RNDBIR 2, FTLAE MedDRA F 5 PT L&
KEK.

#Ht MedDRA 15, “BEHIMS:
o MNRTEHETHY, EEERETHE
e BEE BN AROYREE.
o RfEANEM BRI A GEEMB. &
B )

vl
=
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AR 25

i

A2 Ul A5
ek

LN

C

R R IR

B
2o

77 AT ik

RN

B H

N

77 b AN 4

PRI EL

77 bR s TR L

Xt MedDRA gt et I ARTFILFM ot HINI S, #EGERI
HZG s R B R L 7 2GR, (B R B0 B At
BERH ARG DL . R AR IR R ARTE R S & AL H R AP

B, AN R A B B

REZER U BAL AR, R A LR, Tibk
AL UL T P 2 R R

bR R A A B AR B RS EIRIA S BRI A

A BT EALT7 8B A B A o MV R YT N 53 AT BEaE B A 7 R

£ MedDRAH, “7= i fa (I AN SAE A A2 Fh = i, Bl nZ54))
CRETTEGRARRETT 25D« BRI . a7 h e
ORfE A R AN TETEE

SOC /=i @R HLT /=da 2885 A 17 1 08 TE Ik 35 A 7
B 2T MRS A . A, EIESS A
Do RRSE RO P 2 A5 e 2P P 3 R 7 i A e AW A P 2
iR, H SOC AZE#Hifl, HERFAFLEFN] HLT K7
T2 (2 28 5 1 77 #2120 ] R L ) P 2545 AR AR B R

77 b R L OO AR R

77 AN AN G A AR RSN ISAT S e fa e e, AP Tk
JRE LT .

77 it L AR e 2R R

PR AN S R BRSO R R, RIS R
EALTF

FIRLRELE SR iR R R IR B AR, HT e BN

B W
\—‘ﬂ gn

77 AR VR BLAE TR dh bR B SRR B N A AR R B A,
AR FEHZR . XA T 5 55— shbros AL,
o IR 7 i br s LS ST
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77 i AL BRI L

RV R PP

fishJrg

R )

Cold

7 AR EL A TR IR R A AR B IR B, T RES T Ek
23R XA T AR IR T, BURA R E
RACLIY 7 fh A4 PR T EL o

P BRI AR RN i B ANL R B, T RE S Tk
MZtE IR, Xrl e H T 50—k AL, i
TRV i BRI SN BRTE T 8

77 i SR TR AR 7 i I A . R
uR el NP

Xt MedDRA i ith icdf AR TF L FEAN 04 H I =, 8 1
FoAE IR BT T N b AR AR B AU A5 B TR
J7THIIAETT oy FUBHERE R RN 24 o FEIC SR 1 W] 545 10 1
GUBT, B FE = 5 45 SR B2 B SR AE M A b X 2[R AT
REA Z 5%

TUIED TR L A B BRARAL , I TR B 70 5 H A )
i, JEE AR, IR IEEIR .

DU AR dh BTN R B A3 R, IR dh X 1 H B
Zo

W T 2575 3 B ARHOBE TR BE 2 = A R ER A A1k, DRI AT E &

AR, AR AN AN FEAAFAE ;T H R R B TV B A
BIZGYI OB AT AR RO T R A

KBTS PRis B AT

T MedDRA [ H [, il ARTEE ORI #e, JFH
FENET PR B - w7 PT, BRAFEATUIRE R
NS (B, PT MEESEE) .

BAEIRTT FRBE TR AR YT I TR T

£ MedDRA 1, $K“Cold” i {1 5 5 A5 I AT ] 2 7 I it 1
HIEE, WIFRIRRE”, B 5 GR 58 AH 5C I SRk s 57
“Coldness” (F£¥%) Ail“feeling cold” (JEF|FEA) FR AKTA
TEAC IR ) — b B AR

MedDRA AT148F 23.0 fix

2020 £ 3 A
000417

65



ff{3% B: MedDRA ME&HIR

B HY

2D, % MedDRA A EHE IS, B2 i«n
Rl S i o e

BERE s TRAC. RS B EAE IR .

Byl oy R AR T 250, vl geElfm4r L AEA . .
RAE R RIS S 00 A i (R i

B AR SR AR
—RGHI R, e MR,

RIS B, 6 MedDRA AR 2, WS i
LRI KRR L.

B V052 F DB 17 it B il 2 AR ROME . fE . ZEEILAR
LR
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il

HIRAAE (Hy's
Law)

(&) e
P RAER
) v R

MedDRA H )i AR AR @ H Ay SE i = A B /e AR
i, JUAE SOC #RKA T o (H HI T8 HORe I i A ey I A
NESCGEER, FrBR LLT k&S SOC I 5tk E 2R
T PT e R DG HK

A Rl F 259 GRIED 1
f£ MedDRA w1, AR5 RAEPANAN RIT R mE

MO AR RAE TR RAT MR R TR, 5 PT A KA K
%o

f£ MedDRA ™, BEARHALAIPIRE 544 (1 — B0 .

i U R B R 2GR R T 1 — TR br o TERE "I IR
SR T 3 2 LA =B

o MRS E, WNEIRLABALT) KRAZ
PRI A BF(AST) >315% 15 {8 R (ULN)

o THVEBERREF(ALP) <2f%ULN
o SHLLFEMGIN, 22f% ULN

THZ [ 2009 4 7 7 FDA ATLAE 51— (L IE-Ht % LT Rl
R VE FR R 7, 7 AR R .

PR 2R PR R DLE, S BE M T BEETERT oA
RN = PR BB N 2. Bl BEAETIEE
b RO e, TS R . AR T EOR A
MR ZIUAE R MBLERRE . HRARTE, REPT C&E&) whr
237 dn IR A SR R AR 16 T B R H A A SR
dh CITAERARZGH) 27 A U S R SR L o
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A 225 SR
HARbR L

Z A F LT, BER LIRS R, R,
B E T A R P A AL W A
I B FEI 8, BRI O B AR

FICA 6 7 i B3R AT 7 30, T AR SRR (5 2
(s IZHR . BIEHAR) .

—RG AR, WAEE R,

http://cancerweb.ncl.ac.uk/cqgi-bin/omd?query=dose

RAEAEZHR N IRZS (Cnf ) B/, 1) (25 T HE i 50 &
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