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EAREWS MARAE PR 2. ZREIE. BRI, SO0 a0 H A A B 25 B0 45
SMQ FRMERALIE (LLT) ZifZYS SMQ F1if) PT XMAIAE; AREHAMIAIE.

AR SMQ MTHEAIEE, WS 5 MK —— (SMQ AR .« &aDIAELE
FRAS R AR R SCRFE FH P SO A R 2112 308
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AR B LRI AERAN

4. ARRFBEKTRHENN
(BFEARERREMEZD

ATUULER 5. 6 ARG FbAERTN o AR R 2 B 00 T~ 153E

R ABAR ZARHEA B AME DL REIbSAE R B8 10 BIAMEDL, (EAS AT BEZESE i A 51l S
fHl. MedDRA 72— EFEARIELSE, MAL DI RAG, DLAEERS EMUBE . &
SR IRMRSEPRERST SR, I AR SR RAR RS B2 57

41 $5E
AARIBLEFTE BEHAREN DS BEE GE2KREMESAMY) (58 30 D ©. B2

TE 2815 i N bR R 30k . AARIBEE P FIEEZARIEENE (Merriam-Webster® 5&i% {7
Hwy .

[ B SOUAGE F T 2550 MedDRA, HAANIE TS, HoA B K 3se
ARG 42 BT 1) HAR R 30T SR O B ) SO . ]

EFRHATH 5 HAE GE 2= IR a3 ) SR D= 5 Sk o fe 8 DL S — 8.
“Non” ({5 IR 2R 248 FIE 747, (B FRTE LT DL A E 747 7218 = [Ria Sz
XEEPES A, {HHEIZE (Merriam-Webster® ZJiifia #) & (41: nontoxic.
nonspecific. noninvasive. nondependent. nonmedical. nonproductive.
noncompliance I nondominant %) .

[T B SO AGE B T 9550 MedDRA, HAANIEH T A i, HAprd K se
ARG IR GEST ) FHAR BRSO SRR RO N B R S . ]

RYE CGEZ REBRES=E) , S post’ BIARIER LA 73 kE, (HULTIGOERSL: AT
FFHIARTE, A5 “post-traumatic”. “postero-lateral” 1 “post-term”; LL— M fIE R H
MEIAREGF, B “postabortal”’. “postpartum”. “postmature”. “postmenopausal”.
‘postmastoid”. “postvaccinal’. “postvaccinial’. “postnasal’. “postauricular”.
“postictal’. “postmastectomy” F1 “postnatal’.

PT KU EEHXHFEXPE. £ LLT 2%, WEE TH—REEXNPFEMERBES
(Un: LLT Diarrhoea 1 LLT Diarrhea) . MHAARIESE I N HH5 G R ARE N AR C N
“GEIAT" .

4.2 HHERIE

HWH, LLT U ERGEASNEE. ELMELESN: 1O BRBHGHARETK Gl 100
MR 5+ 20 BARIERIHIGE S AT R . =BT

CDC  Fmzhldey (EED
CNS HiXM& R4:
CSF B

AI'148F MedDRA £ 28.1 hix
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AR B LRI AERAN

ECG DLHK

DA R4 R BR T HLT 1 HLGT ZE4 COHERDUT LLT #ilsh) -
NEC AHndk

AT 4l s R T LLT 24K
NOS  Riffe

ARMEAE 1) BRI DUA) s 2 B . RS X, TEANIE] ICH B IX G AN [E] & SR 4 15
(abbreviation) H{E F R4 E 1A (acronyms) RUNAAARIESE ., FEFRUELEIETE S %
A 2 PR R I AW 5 A B - BEAR S R A RVFIMARARIESR . Nl e R4 517 B H
SRR, (BRI LLT SR UKLk HE WA, W LLT CVA &R

Cerebrovascular accident (JNIME =4 , LLT Raised LFTs {3 Raised liver function
tests (AFIEThEERE EMETH ) -

I MedDRA &5 IMILMIB L, % HURAR4IREE LLT CREAMGERIRSE i M A
) RARBAT, BIWKss LT BRI R AR, T UM AR MR, e
LLT HAV. LLT HBV M LLT ZZfF & w7 ¥I99E0i4T. A MedDRA 12.1 Jititg,
MSSO G 748 T 5" A B I T R

iz e R AL MedDRA I FVE J7 Y LLT AR#EAL AR5 KR, Biltn: “CI&RR“SIoc®".
“Cu" K"K

43 K5

AARIBEEFRZHEARE NG RN REFEMUR THMAREN T, BEENEAPEE
(4n: PT Non-Hodgkin's lymphoma (EE# &I D, TAED - R A FRIIAH B 55
FGENEEBR AL o

R . SRR B A KNS R R I IO S . AL, LML
PO T E D SR A TR KNS . IR E, T LA S RIE,

4.4 PR

[T Bt B sl A& T3S0 MedDRA,  FEANAE F T SO, b Briss S i 33
ARG 4% B ST ) B bR SO Sl O B SO . ]

s HTF48ts (. PT Gilbert's syndrome)

PV RARIEE P A S ER, WEiER “accent aigu”sk“é” (fltn: PT Guillain-Barre
syndrome) .

4.5 BEAANFEARIEMZAFARIE
A LLT 80 PT #ER— S, vl DU BNMAE B M AR R Ik

AI'146F MedDRA % 28.1 ik 15
2025 £ 9 H
001275



AR B LRI AERAN

RARVEHEFHER AU, EMES AR AR BB kR (e LLT s, A0t
FINGS) o XS ARIBIEN LT 5 R MH RS PT M5, I

W, RiE LLT i, BOERIMSS PT AKIHISREE. BEAh, SRS ELHbRiT e dEBL
7.

4.6 A7

[T BE I s A& B 9530 MedDRA,  FANE F T Schin,  Hedpriss M i3 seR
TE AR IR SO BAR R SOE St O B R SO

PT. HLT. HLGT #I SOC EHHIAIE— A HRET, RIFWEHMRIE T
(4n: PT Myocardial infarction C:0MULEEZE) , T dE Infarction myocardial) . {HA K 2
W PT 247, LMERZAMEL PT 78 SOC JZ R L5 i 7 B I BEFIAE —
. #ltn: PT Meningitis aseptic (LB HEMiIES ) « PT Meningitis chemical (4t 1% fixi
598> « PT Meningitis eosinophilic (WEEZAIMUPERE %) UL PT Meningitis
toxoplasmal (5 JEARPENRIE ) o

4.7 MedDRA 15

L5 W AU i “code” GERL) — A AF, £ MedDRA i, “code” (fRfi%) =245
SEAEFANARER )T, V75 HEARZRE. MedDRA H RN RIBEMH — N ME—
PAERIE RIS . IERBAE AT R XA G A EAEFEE (. EREH
SOC HELHIEREE) o« WA FHENRIBEA —MNMEEMT . XD i BRI
P4y, M 10000001 FFi6G. 44 HHAREIMAR, W= — A EReg. A e
MedDRA RIDIEHE A THAE, HEFEREBELT, WAREHELARN (. EIE
5, NerEH EA.

4.8 MedDRA H ) AL K REER

fEEE—7E MedDRA HEEEE & #)18 B ik . MedDRA Hi% A 5 BEAE (1) 1E 20 5E 3,
HEFARIBRERHP, MSSO Y NIEAEHIEIL. HLARGEIERER A, R
FAZN B ki . AT R BRI A N R RGeS SOC MR L FH A
FEEIIR o

R LSS S B — RS S R M i R O AT I A 7y IR ARGE X B T HLT A6k
PO M E 7 (725 (F2 HLGT NP HESR, SOC NI

B o

HREE— B I N BB R G0, SMEERCIARIEIER 5 SOC A FYIATE % R 25 454
RS L o

HR B — R I A DU HR AL . S HRIGAH S0 (AR TE B B X N T2 SOC N MR B M, X
SOC NIEMRIE T AHRIEH N -

W 38 FOAE R — R S RS IGE MedDRA o1 N R GE R4 .
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AR B LRI AERAN

HE—HEUHEEVNER 870, KX SOC N HLZEEELESI.

49 H¥H

#B4> MedDRA LLT & 58 IRIKSEA R PIBUE (n: LLT K775 1905 /LR BB
ZZ, 1,600-1,749 7)) ; W XLEARE R MNHLAMARIEEL T AN, FAFFE MedDRA HLI
Wbs N IEBAT" . MedDRA HAYIN 55256 ESHAHRFIBUE (. IiEE 141
mEq/L) .

BT AR [ S A, X R A N LLT M PT (e PT 5-a-20 47
BEHZ)

410 HARBEME

REFFORMEBEEIIARE (W LLT A %mE) ZNFHAMARTELETINL . 8B
ARIBH, SO LA EMBES A MedDRA 9.1 fiih. {HA 5 MSSO MUS/E“INE", “%&
A7 BRI S 3R] A 1 2 SO, A2 N 5 X SR TR IR AR

411 “REHR"NN AR RIE

RiBHHEREFE”  (not otherwise specified, NOS) , & W& 555 B I R 2# R iE4E
% IWAFIE. £ MedDRA i, “£H5ie” [HBIE LLT 2%, Forka EL BAREEK
MES (e A R AT RIDET) o A RER AR ARERRE S ARG BRI
W, AT ZRARIEEL P ARG TR . BRI SEARIELE FIFIE— K
AR (e ERTREV K S EBUE R . BRI B GAR B o TEGRADET, H P NCRA
WA BAERIARNE (. LLT MEZEMLR vs. LLT L& CK4F7/5) ) . Hi4is MedDRA
EMZRSNTES, H MedDRA 6.1 Mutlh, ARABEANFESZ A& REFFR"IAR
e kA, ZHIfE PT BRMATE R REYCHE LLT B4

FRE, “ANF42K" (not elsewhere classified, NEC) & —/MrE4gigiE, BT HYZ
SOC WM LAHNHAN 3 RIIARE . “RNAIMAHT HLT fl HLGT LMEARE S H.
W HLT AMEEam (15538 BEARNFEREN PT, H PT BpsE. PT B
AR PT BEREEAILE Y KA. FTE ZHTE PT 2N A0 RiEL L FEE
LLT EZFFhnic A dEIAT,

4.12 SHERHRIARE

MedDRA AiEEHE A SR, PKIOSPERIHE I — D EIEA R . (HER R ARG
R SCBAAA R, W LU AR G, QiR U BN A TS S H (PT D 7L AN
PT ZMABE) - —MiliE, &G - MHMEAETENRARE (PT Z8E -

4.13 R
RH
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AR B LRI AERAN

HLT il HLGT EAMNARERESMGAE, @ NI (. HLT SR
M) o PT M LLT EHAIARERE VR EIL, FVENAREAMEAE .
BB RIS
FERT R DL N R TR AR A 1d a0 (i “Oo IR SR AR 0™ A2 408 (e 0
RS o (HESSEAESMAER dn: E£ARBERBHDNARET R sSiAZ
HOLMRE, WATEISh, . JEH H Fi*heart attack” CULJER & f)Ti 4 & cardiac
attack”.
“%uﬁ]“é\”
N T EREHPBN —F, SRS SRR ARE, AL

1. BRI HEER . BRAb.

2. BN,
FERTE S AT LA BRI ALy, 18] 7 N A R AEAIRE IR LA K T4 A S AE”
RA1EFIR
CRAETAIEIEE AL SOC RIE. BIELR LA HHINE (CIFEILFE AL Rif
R, fEHAL SOC HIAREHE THk. MBI ATE A P e FRARE LIRS, BhAiE
ZAEE TS SOC M HLGT.

[ FERUHEMNDGEH FECR MedDRA, HAEHFHICAR, HFHERHIETR
EBHE R IOCH B LR 3O RS M OO . ]

Congenital (K1)

{EYESCHRIT, “congenital’  (JERHE) B I SOC AAAK MBS
FAREHATE, SIA SOC AAREMIFL. LM G P 7 B A SHE, A
AR TIE SOC Al HLGT. ARk RIEH THiA /AR A RBR, Figi
PSRRI AL (O A 1E 51 P9 LB

[ Bt BB AGE FH T 955k MedDRA,  FEANE T H SO, o A J i3 seR
TE LIRSS LA 7 SO Sl s . 1 SO . ]

Disorder, disease, and disturbance

£ MedDRA 7, Hi:&“disturbance’fE“disease’ft) F—/Z4, “disease” X fE“disorder’ft]
T—Z%. “disorder’i@H HT HLT. HLGT 1 SOC 2%, KNEZ A% M
ARi& (Wl: HLGT Gallbladder disorders (JHEEZSE) ) . *“disease”—1d) & FRiAH <
MES B LR 77 i, BB HLT BERER, A& —MasMEat. Fla: HLT
Parkinson's disease and parkinsonism  (IH4 %% A& MR SEE1E) o “Parkinson's
disease” & KA X — AR NH W75, A “Parkinson's disorder”.

AI'148F MedDRA £ 28.1 hix
2025 £ 9 H
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AR B LRI AERAN

“disturbance”E ~“disorder” 1[5 X ir], RAY{H YH—RESH ik HERSMm. W
PT/LLT EZ AL AR iE“disorder”, NIA ¥ “disturbance’#% & .
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PT # LLT £r&30

5. PT Al LLT 43N

51 HWiAERASE

B DI A EER (. Fon CEERHE A 1) BUE] 2 “ethanol” T E“ethyl-
alcohol”) . 4 BLFEAH AL 2245 5 - OH T M iZH SR kANEK-OH (40 LLT 17-Z K )7
BT

WiE: WA N—FANBETREAREAE, JHshixtNE] SOC A FERRE/FIEE. fid
ANEFTE LA AR S E B R R A AR

[N BB AGE B T35t MedDRA,  JEANE T schi, A prd M s ek
TE RS B AR B SO SR N B R SO . ]

M (Cervical) FIE# (Cervix) : Hiif“Cervical” il & K FIR T HE, TMi“Cervix’ 15 1 &
e B Cervixk! IARIETR BB, & %W A IR 2 “uterine” (F5) LUE 5 eSSk AH
X ZARUEMESIN S F A (. PT Cervical dysplasia (34l fuftEA
R D, TG 7 e A R e 1]

¥ kAR (Dilation) FIF 7 (Dilatation) : “Dilation”#1“Dilatation” \AxHEEE 5 X Fiff
s XA, MSSO MR BIFERE L b, XA A LR A, HaE, N TE
MedDRA HinLAX ), ARiE“dilation"# 4l A —FiGyr #:4F, MARE dilatation A N —
MIRAE . 8% 7E“dilation”— 1] J5 Vs N “procedure”—1d], 411: PT Stomach dilation
procedure (BH5KAD , MM AEENHE. 2 PT Uterine dilation and curettage
Ik EIEEIEAR) G5, FAATEEMRE R “procedure” 1RG£ &Rk~ —FFA
BRAE,

5% (Drainage) (FRNEITEMERIE) LR W (Discharge) (FEFEARWAR

B) : “drainage” & A H THRI G RBARRIA T #AEARE, T “discharge” & fa ik R 7
WHIARIE . YRGS, —L 8 drainage”’ IAREARE T T AREBIETEE, XFER T
[iZLL“discharge” > kA E o IX EEARE MR HARFIR & SO RLBIA A B SOC (4n: PT Post
procedural discharge (Be{EJ5HEHY)) XIRNT SOC AZE#Hify. HEEREEFHLME)
fIT A & “drainage” I F AR ARIEH T B E] SOC AFFARRETHE. WR—ADRIE
FEATAEFAREEAEARE, WAEIEFAREERE, NARESLE R $20L“RiE + drainage”
(5 SOC AFrFARRETFEHESRNIK PT #FE57%) F“Ri& + discharge” (5
SOC %281l A REEFIFRIENT NN PT /YD FHx BN SOC i,
MSSO 1 fif 2 AK€ FT BEBAT IR W H X AR KR 8 SCA P s LIRS . WU P 7R AS
IR HERE R R TR, EFRICE ZHHEH.

W (Failure) MINEEAR4 (Insufficiency) : 4“TEd " F“TIREA 42" H SRR L1 .
Ff AL X e F B R RS, EATE MedDRA w2 /E A E GRS FH . £ SOC LM
BEVH SOC FFHZZ MM SOC EHRMIRZZHARUNI SOC IFIRZ45, Mk
Hhghept, i EHT PT BRARE, “DigAe"HT LLT E90oRE (. PT
D EII I LLT OIGEr4)
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PT # LLT £r&30

“TEIE AT RE AN A U ARRE R REAT L EE P B Y ONIX B RS A, i Al A
PR —E AR L, (B S A D RE A A AR AR 2 S (CThREAN A AR E A
L5 o N E WA, MSSO ke, Ml ERTESERGM S, i M e
AT RN A . MSSO RRE, IX MG V2 F P ik 2518 (1 5kt 5
MedDRA #5%, {H MSSO Y AIX e IREF AN ARG —F i s I L5 5

EERARE: B 7HEHEIEERGINIE (Fln: PT FHELED , A SRE R ARE )
SOC N /KGR (ZHIETN

AR HZGNEHA (. RS E" IR0 % Lanoxin®”) , HANESw AR
BN, ATH—DHHEERPT (Bltn: PT &MEIFIEIE) BB T AN
MedDRA 1,

TR EFSURP A T RHNIOCHS (] alpha;” MR o”; “beta”midk:
B, SRR A AR B

ALANZBRIARE: UEHERANREANZIRE (. 5 PT AR ZE7E
FIZMaE X ) LLT B HBAREED .

WA (Lesion) : *4“lesion”—id{E NEFMEE I —H5 (W1 PT Glomerulonephritis
minimal lesion CE/NER'E RBUNKEA) D BUR T AT AERESEMS (0 LLT Brain
lesion (ERHRA) D B, AIREHREFEINI N MedDRA. {HE, UHEUSINTEZ ] “lesion” R
T8 R A A GRS I A — AR ARE R, ZARIEE AN, W“renal lesion”
CERAS) , MWIAIE PT M40 FikBFEINE K LLT Renal disorder (B Fgim ) #
T,

Lump (st  GEFAEME) © £ MedDRA 1, “lump”ZdEBi B K. A lump” i)
ARAENKG AR iZ s B R SOC 8=+ SOC .

Mass (BFEt) GGEFHAEYME) . £ MedDRA 1, “mass”ZIEF EMHI. Hmass’ i
ARAERG IRz HBLERAL 1 SOC 1E N3 SOC o A G ANE i3 A iy B b AR
(in: PT Mass (W) ) KLL SOC £ G405 R 45 25357 & )< il N3 SOC.
297 (Nodule) : —#ifi s, BT TRERTEBEASHRIEZ S (Bl PT HIINL

), %A MedDRA WIS “4577 BIHARE.
B (Tumour/Tumor) GHAEYIE) - BE“MR ARG ZHAEMMER . £
PT W SOC R, BEHERMEEWHIMNE (EIFERLXALE R , Ik SOC NERRKIZ

e H B ALY SOC. Ui AL B Ieg ARAE e A F8 I, TR L B3 B MR AN
HI”f) HLT .

FeRMEMIRIG M X T BEAF AL o R XAFE DA E R R AR BLEGR R A U A
X ZBIRARE WAER, B PT AR E RS R ECIRGIE". filin, K2 HHIR
R Th REJAR A2 J5 R IRAF T AN S RIER . Bk, 78 PT EZuk AN IR E i I ARE
(PT FFRIRZYGEWEBAE) o P T AZBIRARXS D I, H PT i IR E 1] 5 R Ak B
BRAGIE". FLAHCIRER DD RERGR B, HIXE A W S RAE FOIRBRZh REVGR ) PT N 75 A1
HIRBRZ)GEWGE . 4E MedDRA ™, —AEBCHIGETER PT ARiE T EINA R 2 A
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PT Al LLT sy #iN

LLT. AR KRR BT B8 LA RIS OL T, 4 BEds N A BR & 1 )
LLT. A8 LA JR Dt 52 52 ma il A ARGEBEAT (93 B T/E  CRESRIGHE". “Je RME" B
B IARE) CfE MedDRA 8.0 FJTRE. H 7 ml i FH“A8 B FR i "R SR HE 3t 25 2RRE
A BT T AR

BRAARE: MedDRA HE A KIAHMIETKEAARE (. PT AEAD WEAHA
SOC Rt EIERIEGAHIHINE (CITHELFLE AR FIRIRESS. BB AR
ERAGIRER RIE". BRKIK SOC R, BIERIEEA R (CTTHEILHLE
L), T SOC AERNZIFA I EALIK SOC. i BRg 1] Bk 1 B W ARTE R AN
A NE] MedDRA . Oy 1 2 g A 1R 2, U P EH CAT ISR R E .

FETZ: SET-ARIEWGRAE SOC 2GR 45 27 a8 (4 Fl i i, 38wl REREAH R BB AL
e SOC 1E Nk SOC. Hln: PT ZTANYS SOC 2L 145 R0 Z5#i i & F I b7
XN I PT B /LIET X SOC NG SN L4525 ab 1 &z, 5k SOC Ny
ATYRH] 7 HERLR [ K o

TEONRFIRNEE, BR) LB T SETSEARERT NV T2 SOC A LEIHT 7 HFEHIAE 7Bk
o

CRIESET PN 2 H L HERARIEIS SOC #ESHh7% .

“MRAE TN BIAL, T EE TARmA SR EEm, Fem3 SOC AL E
RIS o

% (occlusion) FIFHZEMEFH (obstruction) : W T, RAME. 4. i
MSER, 12 PT BRAEH A" (PT FFHz00E2) o “FEEE"— B AR ARE,
. B Es R RS (. PT AGfam PT &M .

Injury (3f5) A damage (FHE) : MedDRA L 5/NABHE T A EM S, ik
tH 7FT) MedDRA JEIU . ARYEULIRIN, #5305 F140 FHARIEAE MedDRA Hrid # 40 4 [A]
NXo HAMS GE B AT BEMEAR /N 3 22238 B 00 00 B0 5 RIS A7 2T 100k, BRAEZ W
B H G e A TR R E S . EX BT, EARIER SOC A2E#H 1,
T ZER I LIENE SOC KEK. MRHAELLEIRN, 0L RE#EAT T E A
#, PT Cholestatic liver injury  (RRITERFPERB 45D « PT Mixed liver injury (IE&1E
JHRES A5 ) A PT Liver injury (%) $ERINARIMAPES, % SOC JHIH % Z 50
YEhF SOC KBk, 1fi PT Traumatic liver injury (AMGYERF15) ¥ SOC 42547
. AR LIFERE SOC KEK.

f (Intestine) Ffgh) (Intestinal) : ¥4/ (small) /K (large) 5% (intestine) /1%
(intestinal) HIAHZ A IARTE R RAERIEAL, AR ™ EREE RIS, W PT DG H A
PT A2 A5y m 2 th AT LR A BB, AN 2 R AR SR ) " AR R .

Spine CE®) 1 Spinal CHEK)) : i MedDRA 1115, spine Ml spinal ARiEH: LN
L vertebral (35#) A1 spinal column CHAE) #E:&[F X, MdELS spinal cord (8D
[ X, BrAE“spinal’BiffiR R~ KA, 40 PT Spinal claudication  CHBEVERY
17) .
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PT Al LLT sy #iN

FREZ#AE (Unapproved) M#EH B (Unlabelled) : %f T MedDRA, “R&4tiE”
FNHE YT R SCiA], R FE AR A T I HEE I = RS R ) e 3
fte B AR ATE A R 2 S 038 SRR HE U 5 5E NORE B S AR PT 7808
HIIH FREHNEHIEIAE R LLT FCEEE H i W 1375 7 HI3E WAE 1/ -

5.2 —RIEEEE

K SOC #E: SOC 4548, SOC LM SOC AFFAK F/7HFRE S5
SOC. H7EXLE SOC HARENIE HBIFEIXLE SOC #, 5 MedDRA +HHAth SOC
TR NMRFELEEHED MedDRA Fif ¥ h AFE LI SR AR Ktk &
BOATTMEERAE, NAEE WA R EAEIX LA SOC. Bl : I 254 Tt = -5 08 IR A 5%
HiE, PT #RFEAN SOC 1CHIR 7755 SOC 7MW 745, i PT M#

AN IE SOC A6, (EZ%H 6 E— [RGHE KRl L IMES
2

§4m\o )
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RAHEAR

6. RABETR

fEREU B

XA SOC it 7 Ui, i WA ol JLES A A 70 R4S (e A R BRERR R .
RS T ARIEENMEHTE S, DU OR A A ROt T B =

6.1 IMBEMERGERR

6.1.1 HRKHE

o It SOC HARIEE HLGT JZHFEZEMIEHIELRIS .

o fE HLT R4, U nlREMRYEA AR Bt — DAl r RiE. i
— WREIER HLT i RET &I 55
— WRENE. REATRRN EEHR R G R E R HLT 2@ At AT ) 70
— WML R) HLT RYEHL A hrEE T 135,

6.1.2 FARIH 41

o IMIEMIEARIESIZIE SOC Ry Wtk KM MIE CEFEZERFE PR
DA [E) AR 2 1] R AR5 2 2 45 K 55 [

e MedDRA H 1)tk ELIRI A 18 R 12T B RKE k29 432K (Revised European-
American Lymphoma (R.E.A.L.) Classification) FI&{T ftth 7 T2 A= 2H 40k E R 4325

o I S5MERGMEI T IE SOC Mw L E #2445 mfF NI SOC, (HIK
GG RIERHE RSN COHRERAREAEIGLAE) .

6.1.3 KL

o WIAANER B AR R A S AL MBOR 1)EAAR2, B A R AT M B R G SR
W, WNFEEZAS HLGT, BUNAHRARER D EA RN .
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RAHEAR

6.2 DWERERMR

6.2.1 JARMKHE
o Ut SOC FH%A HLGT Hr @il snr o338 (PIanLWISSm) 5 4w
AE I COHRE ISR -
o HLT FWsEEBASE, (IR ERSL, 2SI 1% S S M A (10 A 1) A o U128

6.2.2 HLAIBI S
o AR HRAE B HLGT Fo XA Co R0 I 48 1) 3 e 5 Ttk

i
e SOC LAi#EXmAGFELHEE (ECG) ZRMIriZRE, BA1HIKE SOC A%
e,

o XFFuls BF. MIAIEIXEEESKRSG, R R N “IhRgA e FEANE X
. £ SOC Lt AWM, RE W E PT B, MAEDIREALEE LLT

JZ
NI'1#57 MedDRA #; 28.1 iz 25
2025 4% 9 J

001275



RAHEAR

6.3 JAEREFEIEBRALERR

6.3.1 JF84K3E
e Ik SOC HHIARIETE HLGT JZJEEMRIEMHIBAL 2. HLGT ZEH AR L5
RA]fe4 et MedDRA i I8 B 2487025,
o TE HLT E%, ARiESURATREMRIEMRESBALE— D404y
o T IR TEIEF MRS B HLGT, NIARYE I AL s Yo 2848 HLT %t PT
HEAT RIS
o It SOC s F ML . E. AAFAIAS 57, B BT RIS & e R A

6.3.2 FFH 41

e 7F MedDRA 1, ARIBE“SeRME"H Tk AN BIAAAE 50, A TSI Fhg & 8t
(PR R TET- 5 N L

o REBERIRIRME. FiEME. BALMESIRT MedDRA ARiEFRIN W K ZANHRE RS
k. BT ADARERGEAERA SOC —A HLT HHEL, Fit, XEAREK
HLT R 48 %0500 e 5 B IR R R IRIERE . Bbsh, XEREBIEF A SOC AL
KMEF A EESE RN T SOC. Aut, el a] Lhdid 2 ik 4 5 HAh IR
SOC *Et.

o N TFREAATE S RME AR SR R R PR LE, R LAV EU: 782 PT ZE4CR
FHAZ AR D99 B8 5 LI T2, ANy PR ] “ S R " Bl SR A

e {f MedDRA ', —AERARTHT PT NaIABRERP LLT. fXAEdRME
AFRAF R W BT B LA BB LT, A e G FR e /1) LLT.
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6.4 B RIRBREIN

6.4.1 IHRIKHE
o It SOC FARIBEAA HLGT 2% T EARIEMET AL (AE. hEAANE) K5
o [E HLT 2%, IRYEMDZ3t— Sy RE, THRFEHAER — 2%k
o ERVEREIANEIE HLGT, XAIEMH A NET HLT.

6.4.2 FFHI 51
o JREE PT MRHEMSERALTAEE ) HLT
o BT EIA BB RN S SE AR AR AT AE A N B HLGT i) HLT JZ 203k AT 8145
o HEDLABEHAFIMIEN —H7, ¥ SOC HLFEEZESHIENTE SOC FKEL
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6.5 WU RGKR

6.5.1 HAEKHE
o Wb RGIK F W KT VAT 40 25
— MR E NI IR I RERERS HLT JRUE MZ AR AR HLGT
— FBRTEHLGT ZE5 T RN R P 2 WA BR B9
o HHRINEEA K2 ARIERZM Sk R25: SOC 1E N+ SOC Kk, Hi¥
SOC A7 Z 4547 E NIk SOC K.

6.5.2 FLFH 5k

SHERFALH HLGT AWA: — A& HLGT #a /Oy (CiiiRm)

EBFEA IR AR & S IR AER HLT; 88— HLGT XK

FERIE, CARYE AR AL 3 5 FE R AE. XA HLGT &% Hhi HLGT, 5 SOC

O R E7RBS R, IS5 SOC WM ALLHIFRFE .

o JRIEAN RN SOC A # M ZL 5 ENFE SOC Bk, T HEARSN 35 K
SOC Al #Z 5 m1EAFE SOC K. WRARIERAE X55N o bFgsorih, ER
WK SOC W 744 ERE SOC KEK.
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6.6 HREEER

6.6.1 HRXKHE

o SOC /R B AR B A B sl b e 20 7
— HLGT DURA By T B i d . X2t HLGT oy LSRR AL 73 2R
HLT.
= OMENRE P A IR AR A HABIR AR AR LB HLGT #4772
FRRFRRRALN HLT HETHE—5 5.
o IR, BEBAMTHARDIRHIALL SOC.
o Rl HIR B P TR AR A R S AR A B AR B AT R 0
o IHER, fEHAM SOC AL LM, W SIRBESHIRIIARE. A£NER
o BRI AR R I AR T e v 15 R SRS A A e 2R DL S T v, 25 R I EE R 1)
frfE. Flin:
SOC A HEMERLIN
— SOC AfFARRETHRIF
— SOC =GR E 2558 0 7Pl L
— SOC &ty HEHRBEEIHKIE
- SOC Akt &

(%’

6.6.2 LA EI 5

o KINFRIHKMMIARIES SOC £ Hp BRIk

o FIRBETFHIEKUHIARELE SOC MRaF 54N SOC KIEMARZHMFIK .

o IREZIVIREHIEG. 1B, SIRIEASKRKARER SOC KR /i NE SOC K
Bk, ¥ SOC MR 3 FHAZENNE IR SOC KEk.
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6.7 BRARGTR

6.7.1 HRXKHE

o It SOC ="K N:
— £ HLGT JZZXI 7 ARE R RE . A LSO ER AL, Bl G5t . X
Be HLGT 2 M AL B AR 25N B Be gl 73 AN HLT .
—  RARIE R Oy RAER . SRRy A R BB AT HLGT .
—  HAR HLGT RAEMEHIFAL . A B & (W 45 & TR 55

6.7.2 FLFn4 4t

e £ SOC BB #4ZL5 T, BMARGBEIME M AGKIELAFN HLGT F. 7&
HAth SOC 1, HHEMBYLE S 7E R — HLGT .

o JHENEHNTUMENE SOC A7 A4 4 mENTE SOC Kk, FRAEAN -5 ¥
SOC Al #4445 mENT SOC KBk, WIRARIEEA X5 N WA o3 ih, T BR
WH SOC EFg#a4mENE SOC KHk.
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6.8 EEHREIR KA AIAL SR B

6.8.1 IHRIKHE
o It SOC BENGIANERGEMFAET— SOC WIARE, BEMAT Sk RFE
BB AR ELAAR IR -

o ) HLGT MR4EWEH (g 253800 s i) B B (Bl o 8D #4741 7.

o B HLGT i HLT EEARGERAERE Y. (B2 5420 R N SRA RAIARTE]
bb, IREEARTEMRYE S 29 AT R 2> (EIAnOns . RAFIES AL 5 w5 iEsTE
AR I S N 2R S AR TE AR S s i SR R gt AT Rl 70 (Bl an S AR AR AT

6.8.2 M4

o [ SOC =G MHWLRE L5 (A Fr e hrbit) PT fER R BERIIR SOC HRHL,
SIERE RENZ K. KL, 1t SOC N KRZH PT ¥ SOC 2 L1145 w
R 255 0r &t SOC Kk, HAERIRMIK SOC FAHL.

o FUEKIRMEA, Gl AR ERIATR . SOC 2L MMM K452 L APl R,
NELLT. BESRRIEMN, RSN IE SOC A6 (Bl: eIl gffis
N—NNESHO , HERERMHEEE SR (PT Z40 o B, XEARE
Wk AE SOC £ GG L 4525 i b7 75 Fh S e o

o AR RN I AOME ARG F TG 645 A P 2 s RO 8] BB W RE R A N (O
WA EARAR T A D DL b 08 B2 7 el L e S F4F . £ )
LT, By asE Sz PT BRRoR, M5 )2 f H iasbcks € 8 A
A BT R AR LLT 2R .
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6.9 FFHARZRR

6.9.1 HRMKHE

e It SOC HHIARIERISUIT:
— HLGT MRIEMHIAL 20, HE48 7 9 S Bos AR AZ ) HLT .
— MHRG MR BAE M HLGT 1, &fE HLT BE%H B AR M. Bk FE

JoL AN B R

o TETEIEH, “HIR"—IA SEFRE A P S 775 A “hepato-biliary” Fl“hepatobiliary” i i -
MedDRA XH (&= KRB #iA#) (Dorland's lllustrated Medical Dictionary)
Pt 1% “hepatobiliary”.

o NPTl HE A X EE ARG, ARG LMD R NI .
SOC /%4 5w, RiETEH1E PT 24, MAREINREAEE LLT 2.
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6.10 ZERGER

6.10.1 JEAKXKIE

o It SOC W ARIEMRIEHIEHATRI /3. HLT EHARMEH B A 532K, A LLNR
P | AL AT A

6.10.2  FLFH4h

o JUHHARE WINHI 48 A DI RESRE A B IN HLT SBE D RESRIE I . A5 BT AT ml
REMI R BE DI RESRIE IR B L HLT 1, 2 SBEEEA HLT 4LKK, AFF0Hr.

o BHEHAFMEMAERERGRIMEM: Bk, MHAXARER SOC ZREAGHAMENE
SOC Kk, RERILEBALIE Ik SOC KKKk

o T SOC BKAZLSWE KIS ARG, FrAZMARESONHE L. Fan, ¥
LG5 A G BX — A RE SR AE SOC AR 4Nt SOC A FrilIAIH
FER LA A SR, EARRIIMERIER AL SOC Hik ] BEAFAESE =R GEH 2
RO

o SOC ZRAZHMINFNAREZHAIER 5 — MREHEBHEAFARE (XA
BAET SOC AF2L4itl, FHRBFFIFLNET) o« BHEATERS S B B
fii. SOC KBk,
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6.11 BERBIRIER

6.11.1 A

o SOC /#RR1ZAZELNEAEL | TG S AR FIRIE o

o Ik SOC 7f HLGT ZZ AR Al F s Ak 43 2Rt A7 g (oI ndgi s . i
LR AN A7 A UL

o 7F HLT Z&, XU SURIEAMEE. JRE. FE AR WM — 5415,

e 7Rl SOC W, H—AEHKIEIHEA" HLGT, T M4 g 57 A 2 9 IR
FANASRIEG . HLGT R HLT AREE MRS v 42 . HA2, HEARES]
FEC ) BAR R AL WA N Z0 S 42 R, A2 HLGT  H R B2 A5 3545

6.11.2  FUIFH 5+

o SOC KRR @RBrRTIIREZE PT Wik SOC 1N+ SOC KEE., (B
SOC & Ftt KSR MEG (E 15N, SOC R BEMERMEF AWM (415
FELRFLE RN VENTE SOC SKREEN PT Bil4h. X FiXEeRiE, SOC Rk /27
A E IR SOC KEK .

o AN, HLGT A 7800 HLT BERBR I 5 FASEME R R PT 8%
W SOC /a7 e (2425 E IR SOC KBk, I HLGT ASALFHACE K YL M 12 Y
B PT, MACGIESZZUMEN PT, GlinfEyymynfigit s, cibaihE
TN B AL FR T B ARAE BY IR B2k e 1R 25 b 98 FE AR TE

o L DA“-itis”4h e I AR TEANAE I ARR IR YL IE I A4 5 SOC AL (457
KBk B AT RS RIER ARG SR RIS, SOC KEL, AR
SOC /R (2455 N F SOC KBk

o HW, ARSI HLT EHSmt. PT JZ 05 B RGP A5 5 AL A — AR
EE. £ LLT B, — A FARE B 248 e i R M SR fg 5 35046

o UIkFEAE” (sepsis) FI“MLIMAE" (septicaemia) fEAARIE ST N HILE, RiE
“MREPREE PT ZE2, WiAHR AR E MIE"7E LLT E%.

o FANHEFIARIENY SOC EALRFAESPENTE SOC KEL, HLedefsIRm
MESIARTE RSN, B W PERE .

o [f SOC AR RFIESNF, PT ERMIARE S LR 5H N I B G HLT
KEE, MAEGRIEAL HLT RBE.

6.11.3 R IKHK

o X THIERIALR, NFEILRPIR . L5WFNSE LI AT A8 5 I R 5< Y FAth T
Blhn, ARYESHE SR AN  EE Cane SRR R . SRS B AE L I T
Maeha . SBPEME . AT RRBIASERE T - o BHITRISE) o s XL AR AEAR
(BEEIN (8] O HERS , i IR AR SRR RE 28 ), e AT RESSUIR X9 S AR B2 S 14
SR ERAL T REAN A o
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o PR (SMQ) BIKEX T 5IEN KGR IEIAN SOC B L RRISH A

15,

ALK B SOC A26f7 2 M AR .

o XFFLLRaRBIF B RANRAE, A HABA RARTE AT AN R -

X FIAI PR A G, TNV 2 B E SRR SR “CDA"ECT
MEAH PT.

XA SRS B A EOE LT A A A, e S B s ) PT A
REAH R

XpFRACENE I, W EE SOC RIE. BIERIEIENWRINE (CITEILHLE
AIRD 5 DRSS TE R LA R e i AR AT T 4R I IR RORE. PT gAY

o
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6.12 HRHli. FELBIEHRAE

6.12.1

VAR
It SOC Zie 1 EEyr FFk i, =205, i FAREGEMIF Ay EH R ERAE

HIZSIMA P R IR R IR TR SOC A7, HEREFHK
JEERERER, (BRI ARIERRSN, BONIXKEAREY SOC 474K, =i/
R PR ANE N FE SOC KBk .

BIERZEIEN TR T4M, ¥t SOC E A SOC F&8E,  Hrbvi Bt Fl-B 5
B PEE TR SOC AFHLAA #5454 4 AR5 hiE R E SOC KBk,

H1# (poisoning) A& (toxicity) AiEEH KL SOC fENF SOC XKk, 4
e Srh sl A SRR, AR RITALK SOC FEIXLLE L R+
SOC . FET“rpag"FN“Bp L IX P A1 (00 1 WAl o] LR A A, MedDRA HiA
X g aitk.

PR FEARIEE MedDRA il M E L. FEEEHAE, IFHb5Mi
SIS B AT REVEAR /NI, SR IILAAL K FLAR AR AL SOC A SOC Kk,
U B b RS R B A AT RE T R, MHZAREY SOC A25441 .
HIFE R IR IETF &I N F SOC KHK.

¥ CBET” 5 G BEWARIEIAT T X5, FEONXFX 59 KA A 2 75 8
SHRIR, XA R R DT A E RN R X o G BRI T RE R
F T A, TR TR SR R E BRI . o e BERREYS
= ANHMAER A, B, T2 5 YR & T S B AT IR
SE R Tt

H5FEARMETETA XML FMIERAELIANL SOC, HLGT L2070 & Ff /< Pk
ZHIHLGT. ©¥ SOC £ LHEWR L2557 %/ AE R E SOC KB,
SOC Al g RIEIFHKAFENIR SOC KBk,

It SOC 4 Fl 24 Je Hopth = f A FH B AER AN [, X e AR AE AL A 5 0 ] R 2
B, i BRI SRS R SN (B, k7. A BCRAG

)

TR R 7 AP ) R B S, AR I 2 AR R

Ik SOC A& H 245 &A1 FH 2575 B A R AR IE

6.12.2  FL|FH1 4k

HHR SO ON A HLGT, S5HA SR R G ARTE D IT . XA #
AR 1) EERGE SRR, H2WmER; 2) 7 VX%
KAt SOC A FIATH ¥ R 4540 HRPATRIK o
REBEFTR M ER ARG IAELL SOC i, TMvE 2 HoAb i RE N N 2
FARTE, K% H BRILEALIE 9k SOC Kik.

BARFR AR H R AR B WAL SOC H, (H T HEZMWGRTE SOC #7741
VEE
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6.13 HBBMWE
6.13.1 JARKIE
e SOC AEfaBENMRE: 1) HAS (B BEWALWE) ; UL 2) H
FAIR

T MedDRA, “Kfr”s&—/MinARSZIG EA M-S (AR o BT E S
WS H L L AR BRGNS (. JThReAE 2D

RERFREREFMEESE R PT (Blan: FE/BK. BSR4 HITE
SOC A2 ard . ForWiERARE (. mILEEMER ASE) SOC i, w]
MR EIR” SOC itk (hn: BFHERER) .

SOC A2 B IARIENAFAE T IIL SOC i, HAh SOC ¥ A# M (Bl: SOC 4
e B AEIND o Kk, i MedDRA ZiEEnt, AIE9%EE” SOC i AE
PLK. SOC FEfrZ B AMSIET EE, FNXRMHEAREAGEFHZ
LR SEHYA T

It SOC LM HLGT 4r2k5ik:

— HI HLGT R Sk RGBT T 55k KRG R0 %258

EHAT A
— b HLGT W GRIEVIFERA BRI BAESRAD 214G 1A 5 ANTEA Sl B 4
ARG B A

I SOC i) PT KRH[HEAN IUPAC. LOINC®A IFCC Fr#EHIARIE ., (HIEH L
THOLT, REARHERTERE P AREREREIF AR 5 TS KE k. R
B, MedDRA A H] B AR E i 9 SEBR TAF B0 - ik 445 DUH A4 AR
W, A IUPAC Al AL 4495

6.13.2  FUIFHI 5+

MedDRA A& IR Ei# T 5" (increased) J&fg M IEH IR H & . MKS]IEH

ARG 75 DA S AT 8w 6 281) T 5 s PRI A o b R D) A0 FH T 4518 O BRI

(decreased) HI4iH. MedDRA i RIEAXAE LLT ZEZAFH PR E 1 “IK” (low)

Aem” Chigh) ; IXEEHHR A" LLT 4050 546 B e R AT &8 PT

KK, b4k, SOC A2z 2 i BR e al I/ FEAR AN i/ o =y i A0 [A) ]

MedDRA H IR & AR 18 7 A LI EAL R R R, E SOC A6

2o HEL MG OLGIAL

— LLT /&4#1/% (Blood pressure high) 1 LLT 7€/1/% (Blood pressure low) 5
PT /&//x (Hypertension) 5% PT /€/1/k (Hypotension) J<it; Xt PT #
1t SOC /Ml S/ EZE LT o

—  RORKEEEME” (low grade) BN PT ¥ SOC A M. BHERMEGA WM
H CEFFELAE RN ERFE SOC KiK.

— PT %> (Sputum decreased) I PT #%4%% (Sputum increased) J&7T
SOC PR Z 45, g RHUBTHENGe XA PRINIX L ARAE I 5 7R — P B AR B A
FE— P R
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AR LS, EARIE AR RIAIR R SOC 2 HEGw 4525357 57 /R W T ()
LLT. SEARMEIEMN, MMM B SOC Azt (Rl: ©ATAHfg N —
MNEZSED , HEHsE LWHERRREH (PT L#) o Fik, XERIEARD
16 SOC 2G5 45 Zyms i % F /< I

MedDRA A& H (1) IR 2 17 “ S 8 "R on — Pk B 4R I 3 45 BB (RN Tk fg
fiX) KPR . 78 SOC A&7 21 HABIR 2w, T 1 5256 = 10 56 1 R 72 1Al
SRR BB ARRE T T e A A O PR s R PE BB s T TR
A AR AR KB AR T 2 KT I IS A R e R R R B “YRT
BRI R .

ANHBREFRIMARNE (n: PT MA7z#) FFid s 4R s 5 —5E 7 B
[ SEBRE -

PL*hyper”fl“hypo” -k AR IEAL T2 B “%Ji” SOC H, TMARTE SOC F2E47
2,

WHRAEA Bl 5 B o, MR R ZSER PT (n: PT KL -
AR T SR TR REAR RIS, ANFRE BRI MR A . R AR R %
B MBI AR T R ZAEARZA . B AR AREE N PT 450
i, AT AR A N AR TSGR E LLT 500 RIS

S F ARSI AR T (A BURAS ) , NAEARIESE & b A 5B A B ARRE A 2R
M,

WE, WRECEE AR LLT EHEH, XACE 7 42 PT
JZ 2 PR L2 ) % o R s
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6.14 B KB FREIR

6.14.1 JARKIE
o H=MEK SOC FHIARIEE HLGT EZk T4,
— RS HLT IR SR b 3 BAA Y 5 S2% 11) HLGT.
— 52K HLGT 44:E T ik 5 — s JE S AH < 1 E «
— FH=2 HLGT i 75 B 808 7590 BETE 52 10 & ORI
6.14.2  FW A 4b
o MTVFZ LV SE KR ZZ A, BTk 2 HOXpaES AN HLT
BRI CHISE 5 (525
MNiZvEE, AW HLGT S¥ERIEH S HLGT #H&H/Cusm (EiznRn)
M HLGT AR IE. XA HLGT ZEZHXE:, ¥ SOC fCHff &%
B E N E SOC KEBE, 3 SOC A4 W74 MwilE Nk SOC KBk
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6.15 LIRS B R EL TR

6.15.1 JAX4KIE

o SOC AFHIAA iR ZGHARDAAE HLGT JZHARIEHLZEAL 7338 (Bl
B8 , BRER RS (BlanfiRED .

6.15.2 H I A4 o

o Ut SOC FHHIARIES SOC ALy, HEFLRIFEIFAAF I MR 14
BEEARR L. HiESIME . TR LARIEIF SEAR RIARER SOC A 26471
PRI LN T SOC Kk Hilln. KEHwIhv)E 46, K SOC A3
1ty HEFRBEFIF AN NT SOC Kbk, (ESRERTENVE B TEE IR SOC
PR A K 2 2 AR N E SOC Kk

o XTHLEARESI SOC A FAA SR R G a B 73 IR — AR SR E AR
{0,
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6.16

Rk, Bk KA B KR
CRAEFRAE AR

6.16.1 JAXMKIE

It SOC IZf#HIERAL 03, SRS ARYE B 1 R0 b 8g F s BE B Btk A T4l 4. PT 4
P52 26 H H SR EM 7T — 43 T4 PDQ (Physicians Data Query ) Rik+g

F s (HAEEE 7 Sk B IR AU R b

MedDRA H bk LR ARE I A5 C (IBITHIBERSEMRE R 732K)  (Revised
European-American Lymphoma (R.E.A.L.) Classification) FM&T & it 5 DA 40
ZUREIE 2K

PN BRI AN F SOC KB, F¥Ks SOC R IR AW I
W CEITRELALE KD AENIR SOC KBk, AT HAb IR AR B4 f5 5 1E ik
SOC 13 SOC KHk, FFRRIMIMBALAE 9K SOC Kk

HAT, £ MedDRA ZZ &t izl iz 2261 HLGT TH PT M LLT JZ
G, TRIE AR ) S A, B R BRI S A X, TREE R JE
B T HORITIY B R EIARIE AL, A SR NI SR T AN B AR HL A $R AL B
HRM PT.

LMY HLGT X7- 55 M B i . iX72 MedDRA AR /b H50 ) X 5314 7l
IR RIS

CLR A B L 1 R A P g LLIRE A2 1% (metastatic) PRy (1. PT ##
PR TN O % 21 5 AR HARE AT 0 — Fh A D) o e AEE AT 1Y) g 4
B LLAE“#6FS" (metastases to) [RiE (U: PT JHEFHEFR IS SRR H T
R fERHE | i e )

6.16.2 FMIFnHI 4

IR AN R IR BB AL 02, RO I SR IR Te A ANAE o

e EEE L) EE R VA RS ERE SR VL RPN S ST P e s £ & ST
HAREFE R ABE IR B BN, SUR T REAELE SOC HR I B AL ABNE/F BUIX
FERI A A4 215E

AEFGIE BE BRARE, Hiar S5HBEk.

HLGT JFE #1284 5 I PR A DR I IE AR o 1XA> 70 SR P e 2
(EAREHR) BARERRILEALR) PT KA AL/E 8 E SOC Kk, JFf SOC &
th EEIERIEZAWIHINE (EITREILNFLE AR AF 8k SOC Kk,

HLGT AR &Y K BARIAL AR LR ALR R B R SR AR . 8 SR
WEALARTEE R SOC R, BIERIEANINE (CITFLFE AL AF
NE SOC KMk, FHHRILEAL SOC ik SOC Kk

M RIEAE MedDRA 1) PT 24, SHAFERIV WWEMER PT AF. X
e RO RS FTAE DR AN R BUR A, IFARIS IV AR, DRIk e g AR
BNV PARTERRBOFA SRS 241 .
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o MedDRA Hf & A" AREE ALy el =AU IR BRRTE, WekfE SOC 426
e o HERMCEVEE MK PT Fl4t, X% PT X5 SOC RFE. LMW
I CEFFEELALE RKD VE T SOC KiK.

o MedDRA A AT BRE 1 1 S AR TE H ATERA 7 3 RMEE . B2 i B ARG
BAEIRER BRI SRR SOC R, HIERMIENHHINE (HIFEILTLE
AL AE IR SOC KHk, KA RILAALE) SOC E N3 SOC Kik. £ SOC K
1 BRI RIE (EIFRELRERNL) |, BARESFRRREME, A
FEBIEME A HLT SR, AT R 1k 1 B AR AN A8 N 2]
MedDRA 1. X T, #i MedDRA F /25 [E A% A 14 g AR
BEAT GG o
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6.17 HEMERGKERH

6.17.1 JAK4KIE
o MAPIRAE HLGT kM =F 7 RitkAT 025!
—  fEFEAL
—- IR
— AT

o f£ MedDRA v, {5555 AH < A AEAMAE PR % AL A5 AR 75 IS L8 1 HLGT

o AERTRES BRI A R ML RMAERERMAN HLGT #2280 (1774
) .

6.17.2 FMF0H 4
o SLHEEXHM HLGT
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6.18 MEOREA. FEMEHH A B HPR A

6.18.1 JAX4KIE

It SOC H AT AR E, X ar=id. fa)LAGE A LA, IHRYELE
UREH A T (e PR . RS .
FoAb AR AR ALAE HLGT ER K.

6.18.2 FMIF 4

It SOC W EHMRIEF MEIRRBAN s RS AEGRIRGL, AEIFARIF AOEBA R F AR

i

BRI BHARIR ) LIFACRE IR ) LG 25 5

HLGT #r4 LA 7B S AR ARE R AT 1 — A BAR LR 73284 Hott) LA

TPE A TE 7 A NI RE AR T o

W) LA A LR R AR 8 R R B AL SOC {183 SOC Kk, K LA L

SOC {9k SOC Kk

WG LR, A AR BRORTE (e B K SOC AE4il, FHaLHIE

TFRANERNTIR SOC UK, Ikt SOC LEdcH]. 7 #RHIA I i ik SOC K

%o

W I AREAGE R LA R J LA

— HARRARIG R B BRSNS SOC 4EU-H]. SUEERLL [
WIRIK

- A NTRGRYE SOC A FARK L7 FRH .

- NIRRT IERIER SOC FK7dlh. HERHFH LNENT SOC Kk,

— CEARR ARG IR IR RAESRE SOC ZEARH s 7RI A K S E N
F SOC KBk

FEARZANIR SRR, 700 WFLAT A AT RERE I iR ) LB A ) LR A R i 4%

fil I ARERS, H PR RERREE &L SOC sl HLT FiitE PT, MK SOC

I AR FIFRAFT Bl M 2

“SPAREF 5ET SOC KUK, 3% SOC 44 A5G KA MM SOC 4FHk

H TEHRRLAE R

AR LR ASET-RARTERE SOC 4Z4-H]. 7 #FH L [ ARk e F 8 E SOC KK,

EPALILA N EY WSS 7 I

H&, PT B /LIET R SOC G0 K445 50 7 2 Fl it SOC KBk,

¥ SOC ALUHY, 7= H#FHIL 7K IV E NIk SOC Kk«
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6.19 =5 jE

6.19.1

6.19.2

VAR

MedDRA & HZE i 24k T A7/t MedDRA Y #2 H 1931 (2014 4F 4
), Bl MedDRA HEhn%s 27 4~ SOC VAGINBE &= 5 K AE I PR /HE 25 25 A o Ak
& MNIREMAIE T AR AT, XEHSREE, FNENTRT e 8 1%
4,

B 47E MedDRA %5 19.0 WRHHEINT 1% SOC /547 i, FHIN T ¥ K rs i
. BSWEEE. AR RG. SN LB E PR IR TE. /£ MedDRA
HA NP IR AR IE I B 12— R B — P AR AR SR IE S8 i T 2 ) R A
KA REM, AT, FRREARE, BHES5HEMESEHERIARE, 7T
T MR TR P R s Al T CAR AL 0 PR, DABR R T () R M
ZE R

SOC /4 /i@ A& WA HLGT: HLGT 4/ &i8m HLGT /=g i (Hhy, £
7. AR A

REFO5 51

b SOC M 57 fhAHRAT AL, A2 S5 IRREEE RIS, ik, K2
ARG RRIORIE, T/ 5 HARY S 83 1 m” SOC BT Z 5l oCHk. {Hi2, [t
TR BE MR RARTETRILZ ik, CUORE S EE ek, fli. PT
TR SRR 7 i (5780 SOC R L (A5 N E SOC Kk, # SOC
7 e L AR SOC KK

FMARTE — LA, AR A A, MedDRA CLa A i HIE
BEATSER, ISIN— L8 A A BT SR PR AR S I SR R R G o A, X3
B R BE . RPN S SR SRR I SO S R (I A A T A
bho FEMIEOLT, BEITaEFFRIBESAEZ PT B9, 5] 208 H 25
5 RAAT KRBT 0 BT M8 AL LLT JRERR .

HLT g ZE R A S AR s 27 R . 280 R S5 07 bt A el L. A
B, WEUBERSS NG REE AL 2 S e 28 P 3 B A 7 it i A T R U AL 9 P 245
%, W SOC L7731y, HELRERIFH LA IR A IR ARIER IR .

PR PEN AR IIVERE S S s A S ANE, IR s it B . Ak
J7 FSR AR BA% dh 7 hdRH T 37 5% R
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45

2025 £ 9 H

001275



RAHEAR

6.20 KRR

6.20.1 JAXMKIE

6.20.2

X - R PR HEAT VA S 1) 32 22 IR ) 2 36 R RS #2222 (American Psychiatric
Association) KAl CKitsis 2 540t FMELR) (DSM-5)0. R4 DSM-
5 HEFRI3KTTRAE HLGT EZ A ISERIAT 4340 . DSM-5 i Jjll iy 44 [R5 3 B,
WYCR P VIR, —RIISAEARIY HLT .

HLGT N SHpAHCIRIEAEIRTE HLT E% 4.

A DL B 2 R BTG T 2 DSM-5 73 SR IR AR AE FIREAR o

BT XA RGPIRIIAREY SOC AIEMEZ 45 m1ENE SOC KEL, F¥k
SOC #5719k SOC K Hk.

FT SOC #r B R (. PT A2 HyE MedDRA FNE
SOC A fhst K MES e L1 E N T SOC KBk, IXEERIEW SOC FF%s
DL S 2R IS RE 1) B & R G AE NIk SOC K EK.

55 5 5 FHAH O BRI

4% DSM-5, R i i 20kt ARE 2 VDB AOr” . BRI, i — 3 38 5 3 H 30
£ MedDRA ) LLT 2%

XFF MedDRA Hrfi i il " ARiE, S8iEX D SOC #2255 SOC FFrk
FRARBER R . “WH"RIES SOC FFAAEoRmk, RN FKH" PT k. #
MNWIARLE (0. PT ZiWpilii#i2) 16 SOC #fr=ifbigd,

FRI A S
a4 DSM-6 BRI, R EEIEREBRESNME. HE, X
PN — BRI i WbrdE, MIE ARERTERZ TWIZHAIK, FHFALRRE—
— XN Uk, MATTEEAA A BRI A HLT T
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6.21 'FEKMERRGER

6.21.1 JARKIE
o It SOC H K4S HLGT IMRHEARHIEAL 4T 232K
o (EFE—IBANN) HLT EHF, RAlfRed PT BRI,
o UNERFEHH T ERAL, MILEARR FIREIEA, HLGT R HLT 220Ut g A 2 R ke
Pos ARAE o

6.21.2 FNFEI5H
o HLT AW /RZZIHEFANE T ARBEFFIRZERTIRIARIE ., XFEE EN
TR AR TR, W PT &ZA//K ErRedLMENEEIMER. HE
TTE B IR M N ARE (. PT REEf2H) 1 SOC At Eh.
o XFTFln. FF. WA XU EEGRRG, RiELR M EEAE"HIENF . 75
SOC BEMERMIRZ G hmt, RiEFim™E PT EH%, MAENREAL"E LLT

JZ
NI'1#57 MedDRA #; 28.1 iz 47
2025 4% 9 J
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6.22 AERGRIABER

6.22.1 JHRKIE

o Ut SOC FIARIEMH PRI A3 MFIEAL L ThEE
- DUERIEAL 028 HLGT f£ HLT JREEm AR TN o) o fAERIER ALK AL
AR AT A HLT
— RBLINAERERS HLGT 78 HLT ZEH biZThRE R it 240 4y .
o It SOC QW& AR BIFAERMPINARTE (BRI , AR LG 2 18 % [
WA TENHBLN. % HLT MR GBI, LPEsRIEWD R BEARTE.
o RGN FAEA HIRIE AT FEALIAZEA HLGT KBE, 12 AE 35 B H st 5 iR 12 7] 19

e

6.22.2 FMIFNHI 4

o Ut SOC thELAHRARHH G HLGT & ff f A iE, HLGT 148
I RHA AR HLT.

o “ZPPRIETIGET SOC X, G¥ SOC 4 AL LAMINT SOC LHk
W, PR IR

AI'148F MedDRA £ 28.1 hix
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6.23 R RS, M KXY BBER

6.23.1 JAXKIE

o A=MIrAKL SOC FHARIESA HLGT EtT 4.

—  RWHERIESALR) HLGT G & R B HEAT 70 2080 HLT . 3 SE KB B AL /Y
HLGT, #lin ERPIRIES, £ HLT JRHOCHE— 20 i BARRIERIEAL.
FEEL—H S 3.

— MRIDHET RN HLGT £ HLT E% L3 a4y .

— B SRRVESIR . WA LR A AR IR R G L T TS T HLGT, X850
FrEE 1 HLT JFARMR I i A s B AR AR EAT 70 3%

6.23.2 FIFH4b

o JUNERGLAN IR VAZRAE HLGT MEZE4 7, FEIAE I SEAE PRI T8 J e A I8 () A1
N HLGT .

o PT WA PT #18ZIET SOC IR ZEL. MRAGGH . XK NI LR E
T RN — R AR A & — PRS2 R B

o XFFr. BF. MAIE X FEHARRSG, RIEZE M “DhEe A2 HENE .
1t SOC IR ZELE, MRAUGGA R, RiBFHRIE PT ZH, MAREIIREA S
£ LLT E%.
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6.24 FRRK B T ASRER

6.24.1 JAKKIE
e It SOC A HLGT Ziy = E X4 72 98 ¥ A B A .
o WIAMENMFA HLGT LM B SFORN, X2&—NERiEsd, A BN EER
IR, A T AE TAEM HAD HLGT % IR TE .
o HLT EZTERIEHII .

6.24.2 FUFHI 5+

o W, HMRKHIHKIAER SOC MarE4mwlE N SOC Kik, kK SOC A
R FHRIED IR SOC KK

AI'148F MedDRA £ 28.1 hix
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6.25 t&IE

6.25.1

VAR

SOC #£#55: MedDRA W=/l SOC z—. It SOC BERM—AIn3k
H, DARONTBLEX T35 FAF P~ A N @R 2R . SOC #2020 EATE N
S8, MARANREM. Bl PT 24/ 2l SOC H, 1 HAH R 5
Ri& PT Z5pyisHMSGRIE SOC FF i 26 .

It SOC HHIARIEAJE TR s B A . H&A HLGT YN it &
B (W FERPSLFHE) . £ HLT B4, X HLGT X —EHa9 NE
HEFEPIASHRERA BInKE RS, SFEEAETD

e SOC h, MRFILIREEFAT ARIARNE 50 S0 98 5 A5 19 N ATE 2 [8]
TEFN PTILLT k&, JBHRERERAT NI PT 2, S IRsE 1 A
LLT JZ2& (Blln: PT #EMFM LLT #EFZD « AR BTN ZEE PIARIEE
PT EHLIHIZEE"TRE .

X MedDRA il M " RiE, SuikIX s SOC #-2H57R SOC #7747
BRARBERE R . “WHRIES SOC fFAmEoclk, [FIXT MR PT %,

6.25.2 FMIF0HI 4

HLT &g FlZ5 i AN & SR A RIOARE . HLT 8428743 9 (& B T
T, OIEEE. Al . PT A0 f£ SOC #& /759 .

HLGT & 25247 /&0X 058 52 F 34 F5E A0 .

N X AR A R BRI S 2R B B, PT M55 SOC # MRtk (%
BIUIH) , M PT K45 SOC IR#EDH CREVERNE2ER) Ml SOC A&
LSRRI o B3 B 2 381 AH 7] 0 S

AI'148F MedDRA £ 28.1 hix
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6.26 FMFARKETERME

6.26.1 JAXMKIE

e It SOC /& MedDRA # =/Mfh SOC Z—. EAEEHIBLEF AR KT EIER
. b SOC HARiELHAM SOC A £ MKk,

o It SOC WM Z HN— K" SOC, LU HRME BT EE M. & FARKLE
TR ARy — PR R BT 77 O SRR SRS O, AEACEEA RSB L. fE
SR KIS FHED], X DR SOC, H T ARIEALHIERLM SOC.,

o Uk SOC FHARIEAE HLGT 2% I ZARIE Mg HIHALR 73, B A6 #AF
ARALERARIRSL, X EARAERIRN HLGT ord.

o RIETAMAEE SLINCAX 7y, B HAERIEARE, ArEAERREARE, 1E
R, /£ MedDRA H1,  “ N L™ ENERIEARE, £k SOC F; RiE“BR
W RS, JFIRAE SOC 42464, /-8RI R " IR A« IR AN
ARG EA TR RSN, WA EA IR ARTE, AN SOC Z74H]. 77354
WLl I

6.26.2 FIFH5h

e HLGT ZiMf#Hl 255 MedDRA 1] SOC HLUF AR (kLG KRS) , b
HE SR RGIEIT Z A B IR G HLF1 4h o IX PP o3 SR 45 2 B oy %4 5 %41
BB}

— HEMEAEIEN—H, XL AL PR B — N R AR B
— P AHE BRI S RETE T

o £ PT M LLT 2%, 4 iai&“surgery”fl“operation” { AR 1E 7] H /8 ] .

e KA (dilation) My ik (dilatation) : “dilation” 1 “dilatation” MFRHEEE 2 5E
X EPEREFE SR . MSSO AR BITE LS ib T, X AN FE R . (B2,
NTAE MedDRA HPLIX 5, AiE “dilation” #A0 N —FiGI7 e, ARG
“dilatation” #ZAL AN —FHRAE. EELE “dilation” —id 540 “procedure” —iil,
i: PT Stomach dilation procedure (B¥ 5kA) , M AEE A, H PT
Uterine dilation and curettage (¥ 3K EH5HEIEARD FI4h, FAATEE IR &
“procedure” FRIRIE M © KR — P FARERE.

o WIAMWIEAR (Anastomosis) HAN—FiaEHESE, 5 SOC AFFFARETHE
LRTIPRIS

e “drainage” ARG IR G MBIARIRITEHIEARE, 1 “discharge” s& 5 HHiA Ak
BT WHIARE . HREHEHS, —5FH “drainage” FIRIENETFREEE
W, IXFRIFHTRIZLL “discharge” SKARE o X LLARAE R HAFIR & SO R RAS[F]
) SOC (4f1: PT Post procedural discharge (H#AEJGHEHYI) XM T SOC A%
i HEREEFHFLRIE -

o EIIIFEIEFEIE MedDRA H RN NEAREEM S TME& LLT,
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6.27 IMESHEERERR

6.27.1 JARKIE

o Uk SOC FARIESE HLGT 23 AR B BIG AR Al 0. K2 B s 5tk 2
EPIRATESLRR AR ALREAT 0, IR PR R AL SOC FAHRMAREL; 1X
o SR REAE T HE i R

o f£ HLT J2%, SURSEMERIZ3E— B ARiE.

6.27.2 FNFEI 5

o EW, HAEAMHIRAIARIEFESRIGAI B, &Y SOC M1 & 5MEEE
HAE R SOC FKHEk.

o INMKAEAL. B AN Th R A A FOME AR IR T AR BB R A, T AS ZE A I A T
FS [P ARE A2 U AR R S PR o i

e MedDRA H " FIR" A5 0 M N SE IS = AL IRME A RORIE, JAE SOC A 254
BN HME PT & /EM PT MEM/ER) LLT A /&M LLT #Cm /&0 456, &
fII#AE SOC Ml B S &35 .

AI'148F MedDRA £ 28.1 hix
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ik A: BEFBEER

ik A: BHFRB5

A

ASCII % E(5 B Hbr e (American Standard Code for Information
Interchange)

C

CIOMS [ P22 2 Bl 2 4H 4% 51 2> (Council for International Organizations of

Medical Sciences)
COSTART AR &MNiENC FEAMESED (Coding Symbols for a Thesaurus of Adverse
Reaction Terms)

EWG L X TAE4 (Expert Working Group)
EXCL Br. BRAN. AN

F
FDA ELEEMANEMR (Food and Drug Administration [United States])
H

HARTS Hoechst A R kW AIEZR S (Hoechst Adverse Reaction Terminology

System)
HLGT A 4HE (High Level Group Term)
HLT i (High Level Term)

AI'148F MedDRA £ 28.1 hix
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ik A: BEFBEER

ICD-9
ICD-9-CM
ICH

IFCC
IFPMA

INCL
IUPAC

J-ART
JPMA

LLT
LOINC

MCA
MEDIS
MedDRA
MEDDRA
MHLW
MHRA

MSSO

(R BR g 0 24wt o5 LR (International Classification of Diseases — 9t
Revision)

R B398 23 S 26 JURRIG R IZ IERRD) (International Classification of
diseases — 9" Revision Clinical Modification)
N2 3 AR R [ Fr i 2 55 2> (International Council for Harmonisation
of Technical Requirements for Pharmaceuticals for Human Use)
[ il PR A 22 SR B B2 22 B 54> (International Federation of Clinical
Chemistry and Laboratory Medicine)
H125) 1 52 H BrEES 2 (International Federation of Pharmaceutical
Manufacturers and Associations)
(TR
[ bR e AL 22 A AL 22 B A 2> (International Union of Pure and Applied
Chemistry)

(HAANKE M AESE) (Japanese Adverse Reaction Terminology)
H A 25 Tk Bh2: (Japan Pharmaceutical Manufacturer Association)

f&f7i% (Lowest Level Term)
MBS AR E e dr 44 590 248 (Logical Observation, Identifiers,
Names and Codes)

JeEPEZ5EHE (Medicines Control Agency [United Kingdom])
HABEIT(E B 29 (Medical Information System [Japan])
(T BB A #) (Medical Dictionary for Regulatory Activities)
(ZyEHEPEPE 243 ) (Medical Dictionary for Drug Regulatory Affairs)
HABEAZ 54 (Ministry of Health, Labour and Welfare [Japan])

e [E 24 S AR S B FLS  (Medicines and Healthcare products Regulatory

Agency [United Kingdom])

e RIS RS54 4R (Maintenance and Support Services Organization)
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ik A: BEFBEER

P
PT HikiE (Preferred Term)

S

SMQ FrvE MedDRA 73 #r#5if) (Standardised MedDRA Query)
sOC ARG E 2 (System Organ Class)

w

WHO AR TAHZ (World Health Organization)

WHO-ART  (HF PAHIAAR RFBAIELE) (World Health Organization Adverse
Reaction Terminology)

it MedDRA A [ Al 15 A0 5 B S 1R SRR, T U7 Il AT )
(https://www.meddra.org/how-to-use/support-documentation)
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ff{3% B: MedDRA ME&HAR

f{% B: MedDRA MEi&#iid

BER 2P 17— R3] MedDRA MR ML LBER . M2 1R — MBS AE
MedDRA ARiBGEFH UL, LM, MAEE Lo BEEHIA 5B e —
BOt{EH MedDRA ZEATHES. R34, I ek e BREE 2552k 1 2 5+ . MSSO Y]
SR B A TR, JRE A RIS IR 2, AR e .

1E£4; MedDRA HES IR :
http://mssotools.com/mssoweb/mdb/english intquide appendix B.htm

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