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BRREHNENESR

3.6 #FnfE MedDRA Z#rE# (SMQ)

br#fE MedDRA 7pHr&Eif) (SMQ) 5 € B2 SR DL BLOGTE SUSAR R I — 4R, X2
Tl E S HEE (PT) o SMQ B EWBIRAIAG R A BEAH R Z el i . s RiEm]
REVD JARTE R 2. ZRA R, BRI, SUI0 =AM AR FAS BB % . SMQ H
HRALTE (LLT) 24025 SMQ H) PT XRAIAE: AEAEHAMRALE .

A% SMQ MIHHELR, ES M —AXH (SMQ ANIHERD) o ARATRCRHR LI
PRI HAD SRR P SO

MedDRA AT1#8F 5 25.1 iR
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FAREE KRR

4. ARBEKFREMFN
(RFAEARTERIRBEAE D

ATUULER 5. 6 TWEARES P BPRAERTIN . AR K 2 B 00 T 143E

HY, ABAR ZARHEA B AME DL SR AE RS T B AMEDL, (EASTT BEZESE A 1l Sb
fiil. MedDRA J&—MEZEARESE, MAZDNIRAG, LAHEES LM, &
HSR IRMRSEPRERIT S, I A M OSCAE AR B B AR B SR

41 #5

AARIEGEF A B ARIE P 80 (82 IREARE R ) (55 30 B ©. E=IK
FELR L AR HE R 2200k . AARIER P AR ZARIEESE (Merriam-Webster® 774 74/
H#) .

[ Bl BHEHLUA IS A T 9230 MedDRA,  FHAASE T3 SChi, A Bl & i 9e 3
ARG IR GE ST AR BTN SO SRR RO N B TR S . ]

T S HAE (E 2 REIAREE ) JbREER 22 S0k b f i WL FVE— 8.
“Non” {5 3 Bia] AUa A1 FIE 775, H N IREHA] AR 47 (ETE 2 i S iy
XEEPEE AR, (EHEILE (Merriam-Webster® JEiER M) o (41: nontoxic.
nonspecific. noninvasive. nondependent. nonmedical. nonproductive.
noncompliance 5% nondominant %) .

[ BB BEIAUE T 950k MedDRA, HAANEH TH S0, Frp Rl & 15Esg
ARG )42 IS ) BAR R S0 Sl R O N 1) SO . ]

RYE CGEZ REBEERE) , S post’ MIARIERN L& 73 ke, (HULTIGOLRSL: AiES
FEHIARTE, A5 “post-traumatic”. “postero-lateral” 1 “post-term”; LL—/Mal i =
BB AREG 7, @45 “postabortal”’. “postpartum”. “postmature”. “postmenopausal”.
“‘postmastoid”’. “postvaccinal”’. “postvaccinial’. “postnasal’. “postauricular’.
“postictal’. “postmastectomy” #1 “postnatal”

PT KU LEEZCRHATEBS. £ LLT B, WEE TH—-REEAHEHEAHE
(. LLT Diarrhoea #1 LLT Diarrhea) . MIARARIEE I N BHSHRmPIARIE N AR A
“GEFAT

4.2 ZEWEIE

HWH, LLT U ERFEAgNSE. ELUNELGISN: D SBHEHARETK Giid 100
NEFP) 5 2) EAEAENEE AR & REln R

CDC  ygmfEhlty (EED
CNS HiXM& R4S
CSF W8

MedDRA AT1#8F 5 25.1 iR
2022 £ 9 H
000800
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FAREE KRR

ECG OHKE

DL R4S E R T HLT A1 HLGT J24¢ CDEEEBAT LLT #l4h) .
NEC AHnk

AT 4l iE R T LLT 24K
NOS  AKH4FiE

AW T 1 REAN DLA) s 2B o D G S, FEANE] ICH ML IX A AN [A] 55 U4 B 1
(abbreviation) =¥ 7455 (acronyms) RURAARIEE ., EFMELRIRIES %
B Z PP AERE B 48 B A B T B S 1RE A SRV IMAARARELE . DN E F RS R BIRE
ZRERE, (EASRISINAE LLT B UMURIILAE SRR W, 1 LLT CVA R
Cerebrovascular accident (FGIILE = 4h) , LLT Raised LFTs X3 Raised liver function

tests (FAEZHREIE EETI =D o

4 MedDRA X /NAMIE N, ZEUREEAHMETE LLT (S Jo4s i S A FR e 1a] (A e R
) JBAEYAT, BRI LLT BERT#E M ate & A AR, ] DA MR s e AR E:, B2
LLT HAV. LLT HBV #l LLT ZfF % w7, ¥R8AEBAT. M MedDRA 12.1 higitt,
MSSO 4kt G 3 38 o K 2" B B R 72 1] I 4 s A

{2 L% AE MedDRA i BLE J7 0 LLT BRI 5205, HIi: “CrER aUL s’
CURTRHTLE

43 K5

ARIBEETRZHEARE NG R R . REFEMUR THMAREN T, BEAENELPEE
(4n: PT Non-Hodgkin's lymphoma C(IEE# &tk O, TAEM 7 R AFRIIH K 575
FNGERE AT B A o

RS 7] IR A R A KNS SRR RN I S . i, &L BhE
desE TYE 1 CLROBCR B IR KNS . WIS, W LA RS RS,

4.4 IR

[ Bed B a0 A& F T3S0 i MedDRA,  FHASAE FH T4 SO, e Brid S iR 9 S
ARIE 545 M 9 S ) Bk bR S0 se i o R SO . ]

s AT HEAW®LPES (. PT Gilbert's Z547F)

PV RATEEPT ARG EFR, WiEiE K “accent aigu’di“é” (Hltn: PT ML F/L4E
I

45 BAFERBRLAEARE

AN LLT 8 PT #3RA— NS, A DUH BRI B 2 AN R R IE .

MedDRA AT1#8F 5 25.1 iR
2022 £ 9 H
000800
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FAREE KRR

AR YT DLE B AO RV AU A TG B4R R (0: LT B, 8
PERIEE) < R AR LT 5 REH LB M IAR RN PT A5 bl
I, RV LLT . ARIEASS PT IR, Jebh, SBeRiE bR e
7.

4.6 A

[T Beid B a0 A& T3S0 it MedDRA, FHEANIEH TR Sehie, b Bres M 2SR
TE AR IR SO BAR BTN SO St O B R SO )

PT. HLT. HLGT # SOC EZHARE— AL B RIE, BIH I RERIA A
(4n: PT Myocardial infarction COJULEEZE) , idE Infarction myocardial) . {HA R 2
W PT By, LMERZSALL PT 78 SOC ZH &5 iz 7 B REFILE—
. #lan: PT Meningitis aseptic (JEHPEMES ) « PT Meningitis chemical (b=
fE9¢) . PT Meningitis eosinophilic (FEEZ4HMEMIE 2 ) UL PT Meningitis
toxoplasmal (5 EARMERIL A

4.7 MedDRA A%

5 I UG A A 2 (code)” iR ANF], fE MedDRA 1, “fifi% (code)” 247>
FELr B AR \CLECT, V1205 HARIRE . MedDRA & RIEHAE —MHE—)
ERIB AU . AERIBAEIRA RN IX R A G AU EARME R (A1 ZHEH+ SOC
DEERE) o BANITN T RN ARIEEA MR E A . X ARSI BRI 73
fi, A 10000001 JFaG. A HAREIIARE, N4 — AN AAS . A
MedDRA fUBLIEH A& FEH TBrRTE, EEFEREILT, WAREPCEAR (. IR
5D, WA A AR .

4.8 MedDRA WK S EREE

JEBE—iE T, MEBEE MedDRA HEBERE H 0N B kit . MedDRA Hisf st AR
EREN, HETAREMERHE, MSSO A\ yIEEE GRS AT PAFL 3 I8 s 1 0 i 41
B, DRIHORE VAR B i itih . AR o R SR A S k2544, Rk SOC AL/
RIG T HIES B o

O R L S 6 — e e RV R B 5 ORI 7 XS ARIBST N T HLT A #EK
YOI ESF 5 (A7) (H HLGT N IEAMEOHEZES W, SOC NOH#E %

)

FEE — R EE I NG BN RS . SHEEAEC I ARTEIE S 5 SOC AR B H5 4547 N
AR N o

ARG — RIS A A IR B2 . 5 RIS AH S AR TR X N 3= SOC N RAS 557, IR
SOC N SEIHL I NS

MR R AR IR — R ARSI E MedDRA HhE N IEIRGE 224t .

MedDRA AT1#8F 5 25.1 iR
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FAREE KRR

BERE—HEUAEEMANF B0, HE SOC N HKFEEILEIN.

49 HE

#B4> MedDRA LLT W& 58 IRIKRSEAIEUE (. LLT K759 170 /LE BB
ZZ, 1,500-1,749 7)) ; BHEIXLEAREZMNEMAREEIEANR, HAFS MedDRA FiL
FIARVERS B b N AEBAT” . INAEFE S S E S BRI EUE (. g4 141

mEq/L) -

BT R AR S B [ A, X SRR RE S RN LLT A1 PT (Wl: PT 5-a-i0 /7
HEREZ) o

4.10 WARHEINE

KEBERIME B S IARE (A0 LLT L EE) e NHADARITEE I NN . LB
ARIER, OB LRSI MedDRA 9.1 [RH . {HA )5 MSSO X AE“INE”, “%
A BN R X 1A A 5 2 SO, A2 N I BB BR s 1] AR 1

411 “REHEAARDRIRARE

RIEHHEREFTR”  (not otherwise specified, NOS) , J& W& 55 i K E FARIEHE
1) WAHIE. /£ MedDRA ™, “RI¥FfR” {UHIE LLT Eg, FoREAHE 2 BAREEN
MES (s A REHITRIGED o A RERFREMIARE AR B BAARE ERIAR
i, NS RAREES P HAAE TR BRI S E AR EE IR — K
AR Can: ERTREV R A EEE RO BRI B AR D o GRS, P RCRA
A BAEFIARLE (. LLT MEMEL vs. LLT L& (K475 ) - RIE MedDRA
EHMERSMIES, H MedDRA 6.1 [JTMh, AAREEAFESZHAL G KRR HIA
e WAL, ZHIE PT BEHMIE R ARENCHER LLT E4H.

[FIRE, “AH432” (not elsewhere classified, NEC) /& — Mt 4ingiE, T H441%
SOC M LIANHAR S RIIARE . “A R0 MUHT HLT Ml HLGT DMEARIE 4. 14
Wi: HLT AFEpsrg (5535 AR PT, A PT BHFEE. PT M
AR PT BEHEEAMLE Y KA. FTE ZHTE PT 2N A RiEL %S
LLT EZIFFpnic N IEBAT,

4.12 EHERHARE

MedDRA ARIEMEH AEVER, BOVERISH My — B A & (HLERVE R ARIE K
i RS RN, AT ORI G, GRS ZUBRA A BB 2% (PT 7L AN
PT XMABE) » —iliE, A DHMBAEENNARE (PT ZMRE -

4.13 Bz n
¥

MedDRA AT1#8F 5 25.1 iR
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FAREE KRR

HLT 1 HLGT EZIMARIEREAM &S, @E NEEIER (. HLT A&
WED o« PT Al LLT BHRBIAREETE ANREILR, BEERENIA RS A

JEB IS

FET] B R R AT gefE e F a2t (e ORI s BRI AN 4416 (e “o0
BB HERE™) o« HESSEEHEEMAH (W EARZEHMIHNARIETTREFMFD i
WL RS, AT Ah . Blln. 38 “heart attack” GO & AE) AN /2 “cardiac
attack”.

“%”ﬁ]“é\”
N T HREHBBN —F, RS8R ARE, HAERER:
1. “BR"RaHEER . BRAb.

2. “BrRINETE.
“ORTFRTIEIR” LU “ [ R A AE”
TEARTE RS LA ARl L, 18] 37 SO R AE R R A A “ B GLF 58 E”
R 1 AZ
“RMEAICBAMET @ B SOC R, MR ABHINE (EIFELALE LK) K
KRR, fEHARL SOC HIARETE Tk, HHIN AT e R ARIE LIRS, BianiE
ZAIEE T2 SOC il HLGT.
SEX 1
O RAE” 1R A SOC A FE KNS M I ARTERIR B, R4 SOC R
BTk SRR AT FH P AR ARE L RS, BUANIEIZARE B TS SOC
HLGT. AE“Jo KM T #0A AR BRI RN, AeIX MRS L NIE&ETE
L

[~ Bt BB AGE F T 963 hit MedDRA,  FEANIE T SCRR, i Bl B i) 5 SOR
T RS SR FLAA BN SO S B B A DL ) RSO ]

Disorder, disease, and disturbance

£ MedDRA 1, Hi&“disturbance’fE“disease’] F—Z%, “disease” X 7t “disorder’[¥]
2. “Disorder’ i I T HLT. HLGT #1 SOC E%%, K NERE—HETEZH
ARi& (Wl: HLGT Gallbladder disorders (JHZEEF) ) . X“disease” i & RIAFH R
MES & W7 U8, AR HLT B9EH, A& —MelsMEil. Flu: HLT
Parkinson's disease and parkinsonism  (I1H&#RW A S ARLESIE) - “Parkinson's
disease” 2R IRX —ARiEH AT WA, MAE “Parkinson's disorder”.
“disturbance”fE N “disorder’# [F] 3 ir], RAMHAFE M-SR EEHER M. W
PT/LLT E ARG “disorder”, MIASF-7s in“disturbance” 2.

MedDRA AT1#8F 5 25.1 iR
2022 £ 9 H
000800
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PT f1 LLT #r4&&3N

5. PT Ml LLT #r&a3in
51 ®WIAERE
B DI iRl fr 2RSS (. R SRR ) HUA] 2 “ethanol” T 3E“ethyl-

alcohol”) . it ELIZME AL AFT 5 - OH T N AZ M k" RAAKR-OH (I LLT 17 - #K
JEREIETIZTIE)

W& WA —FONRERARERLE, JFRBIX RS SOC FMF AL T F. H#id
MBI LA AN R AR S AE I MR FH H AR A

[ N BB s A& B T2 50 MedDRA, FEAE TP schin, Hod i Mok
VB RS ST ) HAR BT ST S RO B R SO . )

F (Cervical) FIEF (Cervix) : Hid“Cervical’i# # H KRR, M“Cervix’ 35 T2
e M Cervix’ FIAIETE S M, 354 M “uterine” (5D DME 5 3UHE i A1
X e MRUTEMESA S T35 (4n: PT Cervical dysplasia (E 24 gtk 44
KD D), MIJE 7 A A PR e 1]

¥R (Dilation) FF 7 (Dilatation) : “Dilation”f1“Dilatation” \Ar#EEE 2 5 X i
FE A i . MSSO WiNRBIFER LAk rh, XAMEA L E L. 2, N THE
MedDRA HnLAX 5, ARi&“dilation™##8 y—Fiiay7 #4E, AR TE dilatation A8y —
FIRRE . 18 7E“dilation”—1d] J5 U8 in“procedure” i, #11: PT Stomach dilation
procedure C(HF KA , MIMMEARIEFE MAFE. £ PT Uterine dilation and curettage
Tk EIEEIEAR) Fl4h, FAATEMMREHE “procedure” iR iE £ &R R —MFAR
EAE .

Bl# (Drainage) (FARABITEIMERE) PLESW (Discharge) GFEFARSWA

) : “drainage” &R A THRI SRR VG ST BAE RS, T discharge” /& F8 fliid 4 7>
WIIARTE . YRAEI4r, —L8 A drainage”IAREANE T FARBAETEEE, XFE T
Rii% L discharge” KAUE o X LEARTERRE HAFR S SON R BIA A F) SOC (4n: PT Post
procedural discharge (HAEGHEHEY)) XRT SOC A2E4if . HEZRBRIEHKIE -
fITf & “drainage” ) F AR K ARIBE N N B SOC A FFARLKETHE, WR—ADRIE
BEREFARIIEARE, MA{EIEFREMEARE, WAREEE R ARE + drainage”
(5 SOC AFrFARETFEEESNK PT #1EE57%) F“RiE + discharge” (5
SOC A2EHill. HEREIEFF LI N PT IEEHH YD X REIMRN SOC H.,
MSSO [ fif B AK€ 1T e A S X AR RE SO s WL RS . BT PR AS
R S INE R RPN TAR. EFRIER ZHBEH.

¥ (Failure) MIREAR4L (Insufficiency) : 4“FEM“THREA 4 FIRAR 0. BT
AT X 3 EBR R 48, EAIE MedDRA AR NIE SRS K. £ SOC LMl
W EYHi SOC JHHFEG M SOC BEMELRWIRFZHMVAI SOC IR FEZE, Mk
Hhgsemt, " @E AT PT BRARE, “UIRAR"HT LLT BHARE (. PT
D RN, LLT DIJGENE) o

MedDRA AT1#8F 5 25.1 iR
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PT f1 LLT #r4&&3N

TR TN REAN A AR AT RE A G M I B VORI P BE S AR, oAl A
UPRE —H WAL, B S A D REAN & 1™ AR AR 72 . (C“ThREA 2™ AR AN
L) o N TFH T H, MSSO Y, Mt EREESRARSGNE, IR
A FARTAE N SR . MSSO RiRE|, KRG VFZ T 7 XX LA ek 5
MedDRA # 5, {H MSSO ANIX & RIFFARIESRE — S S H R T5 5

WHEEBARIE: B TEEIEBGINE (. PT FHELE) , WA NIE FREIARIER £
SOC N /BRI (ZFIELHy

HmARR: MHHZAMNEHY (i R EEmAE .0 % Lanoxin®”) , HAXTEZw A
BN, AT#H B UHE EH PT (Flan: PT ZAHIFIENE) BB T AN
MedDRA .

T AR RIS (] alpha;” MARa”; “beta”MAEB™) -

AN BBIARE: R EE 2 NE LSRR (. 5 PT AR 7%
FIA R 2R L) LLT R - HEPAUR 2D .

WA (Lesion) : Xlesion”—1d{ENE =M SR —# 5 (W PT Glomerulonephritis
minimal lesion  CE/NER'E RIECVMERD D B8 TA# AT ER RS (1 LLT Brain
lesion (Efmdi) O B, ATREHIH SN\ MedDRA. 1H &, 03N %z 1 “lesion” AR
B R AR RIS I B — AR ARER, ZARIEEB AN, W renal lesion”
CERAS) , WIRATE PT B4 FiEFHIE K LLT Renal disorder (gD #E
T

Lump (B GEH4AEM) . £ MedDRA 1, “lump” 238K . Hlump” K
ARIFER LR R M S I ) SOC fE A3 SOC .

Mass (J#3t)  (GEFEMH) : £ MedDRA 1, “mass’23EF AR . H“mass’ff]
ARAEKG AR 1Z I BB ) SOC 1E N SOC o A G NS il 30 A7 )« fr He” AR
(. PT Mass () ) ¥ LL SOC 2G40 K 45 25357 2 7l )k A N F SOC.

445 (Nodule) « —fRIMi e, B 745 WRESEHINBUTEIL LI (Bl PT SIA%
7, AT MedDRA HIELE L7 MHARIE.

98 (Tumour/Tumor)  GErAEMIME) « AE“MR BIARE R F AR . RRMEN

PT W SOC R, BHRMTAWHINE (EIFHEAFLERK) , Ik SOC HERNIZ
iR SO SOC . W SRE7E Mg AT 50 A Fia R, UK R R 3 5 B E R A
A" HLT .

SRR X T A AE S KA A AEIRAFIE D SR ARPIR LB, SR BT A0 -
P ZBIR A WAE, H PT AR E " e R B SRGE". flin, K2 HHIR
R Th REJIR A2 5 RIRAF T AN S RIER . Bk, 72 PT EZuk AN IR € il AR E
(PT FRIRZ)GEWGEAE) o I T2 PBIRARXS DI, e PT A IR g 1] 56 R A e
RAGIE"s FCAHCIRERBLAERGAR B, AR W Se RAE IR B Dh RERGR [ PT N 72 A1
HRIRPLAE 7T £ MedDRA ™, —fRAEBRAE RGET R PT ARIE TSI BRE w1
LLT. ANAESERPEAERAG ISR A B AT e LA R RSO0 S, A BRI INAT FRAE 1A

MedDRA AT1#8F 5 25.1 iR
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PT f1 LLT #r4&&3N

LLT. A DA B BRI SZ 5 mi A B AR EAT B AR CBI“SRAGPE . “Ja RV A
[REFHIARTE) EFE MedDRA 8.0 Wit fi&. 117 Rl I “A2 B Ml i RE R HEE & 2R
HH AR AR

BHARME: MedDRA HFAH KRR EKERARE (. PT AEAD IEHEA
SOC Rt HIERIEEAIIHINE (CIFERFALEANL) FEIRES . Frailtm SRR
A IRE R BRI, BWIIK SOC NRIE. BIELIEEA IR (EITELRLE
AL, E SOC RN R IEALN) SOC. i A7 BRAE W k" 1 B A ARE R A
#NE] MedDRA o O i e AR EL, UG P O B R TE .

F: BT ARBUWCRAE SOC 2G40 R 452530 (i 7% Fl /< e, 38 R BEdEAH IS B BB AL
BRI SOC fE NIk SOC. Bilhn: PT ZETANS SOC £ G150 45 2535 (v 5% Fl /< b7
XN 1 PT #4/LIET W SOC NG 1R 25258500 &5 F1 /7, #4iIk SOC R
LFUHY s EHERR [ P

WONFFIR NI, IR LB AR SETSRARIEXT N 32 SOC N LEIHT s 7 HEHI A 7Bk
o

CERITHA NS R B, R ARIENE SOC 722 L5 M

UL T WAL B A, TR TARmACSREZEm, R ERE SOC NAHAEE
RIE LN o

% (occulation) FIFHZE/MERA (obstruction) : MEHIEMNT, ZIME. L. 4590
FSER, £ PT ZRMER 2 (PT fHEsiA1%) o “FEZE"— R AR IS RAE,
. BB RS (0. PT A/GHMEM PT TEMZE .

Injury (35 M damage (3RFE) : MedDRA L F/NHBHE T MM EM S, JHiE
7T MedDRA BRI ARSE L JFEIN,  HRAGFIHE AR IEE MedDRA A1l A1 A [F]
oo HHAMI 51 B AT REMEAR /N 3 288 B B0 A4 3508 5 AR I ER A 3k AT 3200 BK,  BRIERZ B
RS S BRI RE RS R . FTERXFE LT, EARIEW SOC A2EH
HIFER IR I AAEE T SOC Kike MRAELL EJFI, W34 75 AR EHEAT 1 HoBr i
#, PT Cholestatic liver injury  (HHyHABFE 450 « PT Mixed liver injury GRA 4
JHRES ) A PT Liver injury UR15) B NAESMA S, K SOC #HH % G050
E ¥ SOC kBE, 1 PT Traumatic liver injury  (AMGYERF5) ¥ SOC A2E747
. HEREEFIFLIERNTE SOC KEK.

f (Intestine) FfgHI (Intestinal) : ¥4/ (smalD /X (large) 5% (intestine) /11
(intestinal) MIAHZS & I ARIER R RHTAL, TARM™ERENNES, W PT G H i
PT A6 A5y 7 AT IS R AL, AN & R s R SR R ™ B R

Spine C&®) M Spinal CBEHK) : 5t MedDRA i =, spine 1 spinal ARiE#AH
5 vertebral CE#E) F1 spinal column CB#E) #E&[F X, dES spinal cord CAiE)
7] 3, BrAE“spinal’BHfi R s 4 RIS, 41 PT Spinal claudication  CAF 14 %
17) .

MedDRA AT1#8F 5 25.1 iR
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PT f1 LLT #r4&&3N

REH#HE (Unapproved) FIBHPEH (Unlabelled) : T MedDRA, “RZ&HbiE”
FNHE B TR R SCR], AR TR AL WA T T R E R GBI e g
flo BA0: AR ATE H AR 20 L HE 38 LR RN HE 15 I 38 RORE B AR L. LLT 208
BEHI W 175 E B AERER R PT & JH TR HE 38 A

52 —KIWEEE

Hifl SOC #EK: SOC AXfra. SOC #2H LM SOC A FAK /7R Hhh
SOC. H7ExLEE SOC HARIENAEHIAEIXLE SOC H1, 5 MedDRA 1 HAh SOC
XN WIHRF B RN MedDRA Zwf B b GG Lt =R A s B St &
BUAITTERRE, NAEE &M R EREX LAY SOC. filtn. i 4 bt 5 8 Rk o,
HiE, PT #REVAN SOC [CHIR E 7745 M SOC A pWMAZ 57, 1 PT M#

W E W ILE SOC A2, (EZ%H 6 H— [REGSEDR] UTHEEL
2

§4m\o )
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REAHBEOR

6. RAFREBETR

RV

XTEES SOC W3Rt 7 Ui i, Zud IR aG FL A5 MR 2Rk 4l (e ffts) . R EREHE D
XA AL T ARIEEMFEHIES, DS E RShi SRR R .

6.1 I K&MERFEEH

6.1.1 JHRIKHE

o It SOC HARIETE HLGT ZE4 3 EARYEHELI 5

o fE HLT R4, U n]REMRYEA AR Bt — DAl > R . B
— WRIEIMUER HLT #R R BET R 7>
— WRENE REEATRR N A R G B HLT 2 # A AT 4] 7
— WRIMBRER HLT RIEH LA = hrEdt T 13,

6.1.2 BN AEISH

o IMHMIBEARIESIZE SOC RYE. HME LT KM CEIEIRIRFE R F
N AH B ARAE 2 1] B ARV 2= 2 245 40 55 [

o MedDRA H 1)tk ELIRE AR 1 d I BT IRRSEMR LR 43 2% (Revised European-
American Lymphoma (R.E.A.L.) Classification) FI&T 5 T2 A= 2H 2Lk E 98 432

o I SMME RGN RE YK SOC M RHEZ 45w N T SOC, (HiK
GRS RME R BRAL. GHRERARIEAEIELZAE)

6.1.3 FRE

o INRAL R B AR E A AN SR MBI AR 2, Bl R ST B R 5 I SR
W, WINZEREZA HLGT, RO ARIER D EA RN .

MedDRA AT1#8F 5 25.1 iR
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REAHBEOR

6.2 DIERRERER
6.2.1 JFR4KHE

b SOC WAy HLGT B ZRIERAL S (B ISRBIR) 5 #0152
BB GOERE IR .
HLT #omPEAPRIASE, (EIRIEBIRBRAL, XSS 12 5 50 M I A P e 351 s 9 26

6.2.2 FLNFi] 4k

BT S R A O NE SR #AE B AR HLGT o X047 0o IR I8 1Y) B 48 2 R A
H o

SOC L Ai# XA BIELHE (ECG) ZiRMNriZ R, ©AIAKE SOC A%
.

XFF B AE XS EE SR RS, R A “ThRe A2 AR IR
. f£ SOC Loffas AT, REFEEE PT B, MAEDIREALEE LLT
2%

MedDRA AT1#8F 5 25.1 iR
2022 £ 9 H 24
000800



REAHBEOR

6.3 HFERIEFIRMER G

6.3.1 JHRIKIE

o It SOC HHARIESE HLGT |24 T ZMRIEMFIEAL 7228, HLGT R MK LA
RATRe4 i et MedDRA & B R4 0K,

o fE HLT Z%, ARIE TR RERSE MR FALE— D77
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— HLGT LURAEFIE N FEH R . X8 HLGT 45 A Aa 31 5507 7 25 1)
HLT.
— AN AR A AR A A o H A R R BRI HLGT #3Hr4r2k. &
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NI LLT. BRI, HME& N HEIE SOC &2&472H (RI: eATn] #fifie
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FERZEZF RGN, LEFASIAFRFIZRAL SOC HIBm] BEAFAE3H = ANt GRE /&
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BRI PT, MREFESZZETMER PT, Bl g RiEdsE, sibains
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KBk, B HTRREFRIERARB SR RIEEA. SOC KEL, 1A RE
SOC /B R (2425501 E RN F SOC KBk,
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— “ESRRFERCRIG IR RIESIN SOC ZE4RH]. FEHERIR R A E N
¥ SOC *Et.

EHRFER SR, 0. WILA LA AT RERZ MG LT 2B LIRS A e a3

O ARIER, HPREFEEE] SOC R HLT ke PT, LM SOC

FEL s FEEREEE TSN IS Fh Bl i 2

“OEHP KRBT 5T SOC KB, W35 SOC 4 #4 KA MR HM SOC ZF4

H PR [ AR

WG LRI P2 IAAE T8 AREN SOC 474K o3RI R [P 7k 01 R SOC KBk,

PR R ABAT TR RN R R AT

HiE, PT ¥ BETW SOC 2G5 K45 25 e 4 Fl /k AVE R FE SOC Bk,

¥ SOC ZEIRH]. F=sFHI R [ =Bk E Rk SOC KBk,
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REAHBEOR

6.19 F=HHE

6.19.1

6.19.2

VAR

MedDRA FHIZ I &HbiE T WA /N MedDRA Y5 H#2 H AW (2014 4 4
H) , Bl MedDRA HEhn%s 27 > SOC PAGY N K= 5 B A I R /A B3 A 5 iR
o MIEEMALTARMMEG, XUMSREE, FACIITRES M EE %
4,

E47E MedDRA 55 19.0 fRFPUNINT 1% SOC /54 i, FHOIN T ¥ s i
B, BWEE. AR ERL. PCRM RS LR E P IARE. £ MedDRA
HA NP2 i TR ARSI — A B IS R B — RO TE 4 ST RFIE S5 i o 2 2K ) R AH
KA RFEME. ATUATRA, FERBEARE, SRES5HEMEMHARE, LU
T W I IR P AR s A TT CAR AU B P SR, DABR IR ) R A
ZE R

SOC /=i @& WA HLGT: HLGT #8/&25M HLGT 2. Hh, £
V7 R =Tk

FR A6 71

It SOC MEE 57= fAH G R E, WA 2 SIRKREUEE SIS, Bk, K28
RIE NG, TR 5 AR S E %" SOC HEAT ZHoCHt. HA2, Rk
FoR B A R P AREA R 2 S, DR S B E 2 ek, Blan: PT
TG SR IR L =g 675K SOC B R (25 w1 3 SOC KBk, % SOC
7 i I EE IR SOC KBk

WEARE— B L AR, AR &8, Ak, MedDRA L4 M & 1 H K
BTSSR, NI ECE SRR AR A S AR R R RS . Rk, XF
LR SR EPRNE ST S SR F R SR S MG T2 R D AT LA
bho TE—RIET, BEIT 8IS TEZ PT E9RmR, 15 2 H M2
R R R E AN BB H 7R LLT BRERR.

HLT /5in 8 flg 7 g fEik s AR P il 28800 . LR SR~ S A7 ) /. A
o MBS N DL B R 2 4 B 4 FH P 3 R ) 7 b A A7 I U 8 A FH 254
W, W SOC AE#ifly HAERLEEHLIEFR NI 2 IRARE RN

P BN AT NS S A8 . BRGSO, R EE T g S R . Ak
J7 B EAZ A S T RO T A 1 L
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REAHBEOR

6.20 FEHIRAR

6.20.1 JHRKHE

6.20.2

XoF 8 RGP R AT VA 2 1) 32 IR U 56 RS #1272 (American Psychiatric
Association) KA CEMZRZE S gt FMEE ) (DSM-5)©. 4l DSM-
5 MEENI R EIE HLGT EZAH RT3 40 . DSM-5 RE iy 44 19595 5L
VR PV SRR, — RIEAR R HLT .

HLGT NMUSEIRAH IR MEFEIRTE HLT ERm 4.

A DATE S 2R 4R & T 2 DSM-5 23 FEARAE FIRER o

BT XA RGN IARIERG SOC AEME Z 45 1F NE SOC KB, F0%
SOC & Z-E NIk SOC KBk

BT SOC #rpBide R (. PT AFHHZ) HHE MedDRA LK
SOC K FhsbE KSR A N T SOC Kk, XEERIEW SOC #FilwE
A b 28 B E ) B 14 R i Nk SOC Bk

50 5 0 FE AR 9% BRI

fRYE DSM-5, I iy 1 =0RE s RE 2 DAt DRIk, “ B — il A 3
£ MedDRA ] LLT 2%

T MedDRA g F" RiE, 2%k X 5y SOC #E2H LM SOC FZ#7
ERIARIERE R . WA RIEYS SOC a2k, [FXTR AW PT k. #2
MANRIARE (0. PT ZHlHZ> 16 SOC # 2k,

A S
AT A6 SR RS R 2 2 B A E R 4 B 5 /£ DSM-5 R EF s . H
R, IXEEFRE B BRI DC, A REICR TR S — AR 2
BE—— X N. PR, BHAATEEE N —A HLT TR .
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REAHBEOR

6.21 'BHEKWMRRGER

6.21.1 JARMKHE
o It SOC RS HLGT IMRHEMEHIFALIEAT 732K
o FEFE—DUNNH HLT ZEH T, RuTaels PT #ZEIREIAZK.
o NRARH THEIAL, WIAEAHSEESRIEAL HLGT RN HLT JZZes s i e R
AR

6.21.2 HLFH] 4t
o HLT FFAM/RAZZFEEAAE T ARIBEEFPIRZHET IR IARE . XFEE EN
TR TS, W PT &K, ERTReA LS N EAMER . T
TIE B S PR AN RIE (. PT KEEE#H) fE SOC ALk a.
o XFTF. HE. MRV XL FE SR RS, ANEEEA DR A" HAE A E G . 1R
SOC EWERMIR ZAHHH, RIEFwE PT 29, MARIEDIREALR"E LLT
E%.

MedDRA AT1#8F 5 25.1 iR
2022 £ 9 H
000800

46



REAHBEOR

6.22 ARG KIER

6.22.1 JARKHE

e It SOC FHIAREALTH MR T . MHIHAL S I RE

—  DUFIERAL 250 HLGT 78 HLT E EEImAR AT 0. fis AL AR TE
FFEARATZH S HLT,

—  RERINEEREAS) HLGT 78 HLT 22k FIeThRefEag i) A4 5y

e It SOC E& H LR BIAATERIBIRALE (RIS RIEZIR) , AN B s &4 1
WRETENHIR. % HLT R¥EEERN (B, ek EH) ROBARIE.

o JERYLFN R IEAN SARIE M FRAIAZEI HLGT Bk, T2 £E 38 B ) 5 MR 14 1) )5
2K

I<o

6.22.2 FL A4k

o It SOC T HAdMRHE M3 A7 IAZE I HLGT A& R YL RAEARIE, HLGT A
FEIE — AL BN JOREARIE ) HLT

o “LRPARIET 5T SOC KBE, G SOC 44 Z4 KA IRAH SOC 4F4k
H. PR [ AR
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REAHBEOR

6.23 FPIR RS, BRASRER

6.23.1 JHRKE

o HEMFAKIL SOC FHIARIELE HLGT EdtiT 4.

—  XWUAEFRFALR HLGT SRR ELIEAT /025 HLT . 538 5 K55 AL 1)
HLGT, %l EPFRGE S, £ HLT E% 20 N BARRIfAES AL
FRok—H S 3

— MRIRFED RN HLGT £ HLT ZE% b i nmgn sy .

—  EPXPAE RS . A LR AN AR IR RS ER T T T HLGT, X%
FrA &8 HLT FEIEM 4 g 58 AL s B AR FEREA T 425

6.23.2 F A Ap

o BRI HSRAE HLGT MEZEA T, FERAE VAT W 8 JE G A 88 1) #H
N HLGT .

o PT #Wt M PT #1Z)ET SOC MR ELZ. MRHUNGIH. X2 NI ARIE
TR oR— Pl B AR T AN A — P A A A B

o XITF0. HF. MiANE XL EE IR RSG, RETEHM “CIHEEA 2" HE AR S,
1t SOC R #4. MREHNEGAwH, RIEFEEITE PT B4, MARIEIDEEAL"
£ LLT 2%,
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REAHBEOR

6.24 PERRE B FHARER

6.24.1 VAR

e It SOC " HLGT Zi R4 A2 g B A B B0 R

o PIAMENA HLGT LM BYS ARG, XE—NERETIH, A LR RER
RO, Z5A TAE TAEM HAR HLGT 8 & BRI IE -

o HLT EZEZREmERI 5.

6.24.2  FUFHIAH

o B, S5HREAMHRMATER SOC MR#E4mIENT SOC KE, H¥ SOC ALk
RIE T RZELE NI SOC KBk .
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REAHBEOR

6.25 H&IfIE

6.25.1 AR

SOC #2#45E MedDRA =¥l SOC z—. It SOC BEEHRM—In%k
H, DRI it A N RIS R 2. SOC #2575 BALFE N
SR, MARARNREM. Bl PT ZM0/H £ SOC A, 1 HAH N 5%
K& PT ZipyilsNNIRAE SOC FZ /g o ,

It SOC HARIEAE TALM A SOmE A . KA HLGT B8 Z it & A
R (W FERPBSZFHE) . #F HLT B4, X HLGT XiHt—H4190 NE
HEFESMASRRA PIOKE RS, GFEEALT .

e SOC wf, FIBIEEE AT NI ARTE 510K St JC IR 5 A5 10 A I ARE 2 1A]
R¥FN PTILLT KR, JUFESVERATNE PT E4, MSLiifUIEsE R ATE
LLT ZEg (Flin: PT fEMFM LLT HERFZ) - RV BRI EFEE PIARIELE
PT ZHLIHIZELRE -

XFF MedDRA HUBE M " ARG, 2ikX 5 SOC #L=HL7F SOC F#87#H
FRMARBR R . WH"ARIES SOC FAmZsRkmt, [RX MK PT Tk,

6.25.2 FL A4k

HLT &g FIZ5 000 A& SR A RIOARE . HLT G428 da 9 (& B T
M, BLAEEE . MO SSE T . PT W% AE SOC ## 28,

HLGT 2872 18X 3 AR 51 52 - H FFE I

N X BRI S BRI S SR B OB, PT ML SOC #EH R (%
AR , T PT X475 SOC MRasE 4k CRIIERESER) fl SOC A%
FHZE R AR o 22 IR I A1 A [F) 1 i )
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REAHBEOR

6.26 FFFREESTHME

6.26.1 JHRKHE

. SOC & MedDRA =/ Hi#h SOC 2z —. EAVAE LT AR M BT #AEAR
. b SOC HARIELHAM SOC &H £ HixHk.

It SOC Wi Z N— A FF” SOC, LLLFANREEMIFRAE M. SMHFRKE
J7EAE AT VE N — PR /R BT 72 B SR A I 0, FEACEEAS R FARRT B, il
STHEZRIE FHEE], XA —AHH SOC, HAREEARRIELEN M I TR
it

It SOC HIARIETE HLGT EH EEMRIEMHIERALK] 2, (28 B G 7 81
VR ZAERR AL, IR EERAELE B HLGT 404,

RIEH = IR GE SN CAX 4, & FEERAEARE, AR MAERRAE, g
SR 7E MedDRA 1, “ N THPMENEIEARTE, 7Rk SOC T RiBE“HIA
W RAEBRR ARG, HIAE SOC Z74-H]. Fe#R IR =ik . iR EEA G
RIERATE AR EBAEE R, WK HMCAEBRARE, N SOC 244, reiFH]
R [H = RN

6.26.2  HLNFaH 4

HLGT ZfEH/r2%5 MedDRA i) SOC HA5 Al (e HikRg) , b
& SR RGIGIT Z A BN R HG HLF1 Sh o XM S 45 2 Fr oy & 4 5 %41
BHE R

— HEMREAEIE N —H, PO AL (PR AL B — N SR AR B

— P AHEE BRI NS RETE YT 74

£ PT Al LLT 2%, w4 iaiE “surgery”fll“operation” ) AR 1E ] H.#d F o

P kAR ( Dilation) #1375k (Dilatation) : “Dilation” 1 “Dilatation” MAbrHE B
X EPHZ R XA . MSSO A IHBIFE R L S A A, XSG LRI VL. (|
5, NTTE MedDRA HInPAX A, ARiE “dilation” A A—MIGIT#E, mARE
“dilatation” #M N —FUiiE. E@HTE “dilation” —iE/EEIN “procedure” —idl,
i: PT Stomach dilation procedure (B 5KA) , MTEARIEENAMK. (H PT
Uterine dilation and curettage (¥ 7k B85 EIEAD B4k, FATEZ R 5E i
“procedure” FRARIE M © KN —FhFARERAIE

W& W& AR (Anastomosis) A A—FiNEHENE, I35 SOC AMFRLLETHAE
LRI

“drainage” ZfAR GBI RBAAMIGITEIEARE, 1 “discharge” s 48 ik &
WA WHIARE . LREERS, —EH “dainage” FIRIENETFREETE
W, XFELLT MIZEL “discharge” RACUE o X EEARTER B8 FURFIR S SO B 2 AN [F]
f() SOC (f1: PT Post procedural discharge (B{E/EHEHY) XTRT SOC &2
. g LARE IR

AT @ /£ MedDRA H R NEEA ARSI P8-S LLT.
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REAHBEOR

6.27 M 5HEERER

6.27.1 JARKE

o Uk SOC FARIEAE HLGT 23 BRI B BIG AR Al 7y . K2 B s 5tk 2
EPIRARETLIE R A ALREAT 704, RPN SOC HAHNARHL, XA 28T
(F Gy A

o fE HLT 2%, MARTEMF 2t — D> RiE

6.27.2 FL A4k

o IHW, HIMARAHIRHIRIEFEESRIMIA G, &4 SOC M & -5/HEE
e NIk SOC REk.

o Bkl B AIE Thae A2 FIME AR IR K R I B 1400, i ke ZEF I A TE
JC AR AR R %@ TRIE -

e MedDRA A mE" F MR AVE 8 H MM SLIE EA MG AT RARE, AE SOC A28 fA
BN BT PT AU /EM PT fEa/&W) LLT A4 /EM LLT #Ea /&5 51,
fII#7E SOC MBS EZE L+ .
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xR A: EFRHEER

iz A: BFEEEH

A

ASCII

C

CIOMS

COSTART

EWG
EXCL

FDA

HARTS

HLGT
HLT

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

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

AR R ERNC FEARE RS (Coding Symbols for a Thesaurus of Adverse
Reaction Terms)

% TAE4 (Expert Working Group)
B BRI AEEE

EEERZAMERF (Food and Drug Administration [United States])

Hoechst AR kN AIE R4 (Hoechst Adverse Reaction Terminology
System)

s 4HiE (High Level Group Term)

= f7iE (High Level Term)
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xR A: EFRHEER

ICD-9
ICD-9-CM
ICH

IFCC
IFPMA

INCL
IUPAC

J-ART
JPMA

LLT
LOINC

M

MCA
MEDIS
MedDRA
MEDDRA
MHLW
MHRA

MSSO

CE PRy 2> 2K 9m g 55 fLAR) (International Classification of Diseases — 9
Revision)

CHE B 2 2 b 55 JURRIR R B 1ERR) (International Classification of
diseases — 9" Revision Clinical Modification)
N 25 8B AR B 5K [H bR W i B 53 £ (International Council for Harmonisation
of Technical Requirements for Pharmaceuticals for Human Use)
[ brilm R 22 556 % 22 Bk& 2> (International Federation of Clinical
Chemistry and Laboratory Medicine)
25 7 52 E BRI A2 (International Federation of Pharmaceutical
Manufacturers and Associations)
B

[ bR e AL 22 F1 S AL 22844 (International Union of Pure and Applied
Chemistry)

(HARNRRMARIEHE) (Japanese Adverse Reaction Terminology)
H #1245 Tk 4 (Japan Pharmaceutical Manufacturer Association)

fKf7iE (Lowest Level Term)
MR AR PR IR 4y % 59t 24 (Logical Observation, Identifiers,
Names and Codes)

JiEPEZE R (Medicines Control Agency [United Kingdomy])
HAEEI7 {5 B &% (Medical Information System [Japan])
(IR a2 L) (Medical Dictionary for Regulatory Activities)
(&P 4L) (Medical Dictionary for Drug Regulatory Affairs)
HAREAS7EI4 (Ministry of Health, Labour and Welfare [Japan])

o [/ 25 WA R e S B JS) (Medicines and Healthcare products Regulatory
Agency [United Kingdom])
eI RN FER 5404 (Maintenance and Support Services Organization)
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xR A: EFRHEER

PT

SMQ
soc

\W

WHO
WHO-ART

HikiE (Preferred Term)

briE MedDRA 2 #7#5#) (Standardised MedDRA Query)
RYi28E 02 (System Organ Class)

AR A ZHZ (World Health Organization)
(HA DAEHLAANR RMNARIELE) (World Health Organization Adverse
Reaction Terminology)

W7 MedDRA ARiE 4R A FREAE SR FIF, 1515 9] FRATT A X sy
(https://lwww.meddra.org/how-to-use/support-documentation)
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% B: MedDRA ME&#iiR

MF B: MedDRA &k

LU 32 Mt 7 — 2% MedDRA ME& b ELREEE: . MR 2R — M ETE
MedDRA ARiEBHE s, A2, MARE L. MR S 2 uEmh—
FHEH MedDRA #HATHEG . KZEFHT, M wIREIREZG LR 2K . MSSO H
IR AL — A TAE SRS, FF@E P SR T 2 S, s B AW e,

£ MedDRA HE &4k
http://mssotools.com/mssoweb/mdb/english intquide appendix B.htm

http://mssotools.com/mssoweb/mdb/Chinese intquide appendix B.htm
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