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SOC 48 % 5 7 HR5H7

SOC AL A S fE 1SN
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BREMNENERER

SOC £ G5 R 25255510 - Fh I P
SOC At &

SOC #ZE#ifl, H#FERFAHKIE
SOC SFELR N FHT & FrEEE-5 7617
SOC #t&H15F

SOC /i i

# 3-2. MedDRA RiE# SOC )& — EErAT] KB HES)

3.6 17 MedDRA 4Mi&i# (SMQ)

R MedDRA ZMHr i) (SMQ) AL — 255 4 2 SO B SE VE 45 6K MedDRA A4,
O AREIE LG (PT). SMQ 578 PrBiR BIRI 2 i AT E 10 2 43Rt . T ar R
ARSI AR IR 1807 SR APE . PRA I L Sc0b skt 75 HUAb AL FIAG A 4R 4 . SMQ
HIERAE (LLT) BA0U25 SMQ i PT XRIIIAR: A @ HAEAE.

AxX SMQ MHAELR, BS G A (SMQ ATTHEM) o AKRATHCR At SO
ANHA SRR SO
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FARTERR A HIAER SN

4. RAREEFR AL

(BFEARE B RIE D
ALK 5.6 FIEE AR E G A 5 FH A bR AERTREIN o A3 ORI 7E K 2 B0 N HiE
{EAR Z R B AME D RIS AE A0 58 05 A& O, (BN o] Be FE 45 B A 461 A5 o
MedDRA 2 —MEZEARIELE, MAR—MNERG, UATEERSY EInDABUE . 3 B S0
RWLSEBRERIT %, B RS &R iR BARARIE B ZE R

41 H5

AARIEE A R ARIE PS80 (= QAR ) (5 30 jk) ©. B=IK
FE 2 1] ML RS E % 27 SR e A ARAE AR T I HE R 2 RE 8 AE (Merriam-Webster®  Z&15 i/ ).
[N Bl B e A AGE FH T3 3Chie MedDRA,  FEAANE A T-H3Chi, HA s & i3 soR
TE IR G ) BAR BT SCT SRR RO B B SO . ]

BRI F 5 HAE (1 =22 G RIE e 5 1] S ) BbR A 1% 2 SCHR v s L 1K) Y2 — 3. n“Non”
H S BRR R 2 A LI 7, (H R TR DU AT DLRCH IE 4T B8 == IR i b oA IR e
S, (HEIE (Merriam-Webster® #5%7/4) 1 (41: nontoxic. nonspecific.
noninvasive. nondependent. nonmedical. nonproductive. noncompliance &k
nondominant %) .

[~ Bt W s AUE T35 30 MedDRA,  FEAAIE FH T Schi, Ha i K seseR
T M S SR LA BN ST S R B A L) R SO ]

R (= [ LR F i), & post”IARIE N A& 73 b, (HLL IS BLERSL: HiET
FFHIARIE, 4% “post-traumatic’. “postero-lateral” il “post-term”; LA—AMial A L
FIARE, fi+h “postabortal’. “postpartum”. “postmature”. “postmenopausal’.
‘postmastoid”. “postvaccinal’. “postvaccinial’. “postnasal”. “postauricular”. “postictal”.
“postmastectomy” F1 “postnatal”.

PT KU ERZERAEAPS . £ LLT 24, WEE T H-— RGBS MEAHSE (.
LLT Diarrhoea Al LLT Diarrhea) . WA ATES I N HPF GAT IR M ARTE AR LN DT

4.2 YEREE

WH, LLT VA ERIBE FsiE . (2L EOLEI50: 1) EBHERAEDT K G 100 4
TR 5 2) SARTERIGENSIE CAPT A A BT

CDC sty (RED
CNS  miiixfiiee R4

CSF  fiiHM

ECG LK
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2017 4£ 3 H
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A ARIEERFKH BIAm AT
PR E R T HLT A1 HLGT 240 COBEEDT LLT #il4h) -
NEC A5k
AT 4 s R T LLT E4K:
NOS dEX7H

M TE T BEEAS LA) S4B . BRI X, TEANE ICH MU XA AR S SCRI 4 iE
(abbreviation) & 714551 (acronyms) RIMAARIELE . FEFRUESIGIES %P
A 2 PR I 4B A i - B S R A RVFINAARRIESE .. (HAE R4 5106 2
DFPRERE, TR LLT Bz, AR WK A%, W LLT CVA R
W I =4, LLT LFT A Eaom R EThRE R AR T & o

45 MedDRA & Z/NAE N, 28055 LLT 450815 (S Jo4i M8 A PR 5E 18] (I FH e AR TED
JEAEIAT, XL LLT gk & B Qe RE, a0 LLTHAV. LLTHBV I LLT Z4F
Wi 7. 1 MedDRA12.1 iz, MSSO ¥ ikt 5 3 18 ok 255 I G BIR 5 1] () 28 I AR VS

(L2 TE% 1 MedDRA I L 70 LLT RAEHSE RS 2058, Bt "CP 3= UL R “Cu’
TR

43 K5

AREEPFRZHARELNG RS KPR TRNARERE 78, BAMNELATHS
(. PT FEMAS2MEARD  TEEYI > FEA PR AL R 70 NG s B R A o

ARIGEE ] SANR] 2l W R NS P RER RS IAC I IR P S . A, SHURTELE H
RO AIATAE B QAR R AR NS . AR, Al L KRS ARE.

4.4 PR

[ Bt B B AN & F T35 S MedDRA, ARG H T A e, Hp s oo
TS IR SO B AR T SO SR PR RO B I R SO ]

s AT REAERPEE (. PT Gilbert's Z541F) -

P ARABEPAE LR, WkiEN “accent aigu”s“e” (Bltn: PT M EFIZEE -

45 BAAREFEMARE
R4 LLT 52 PT AR — M, Al LR A MR

AR B BL LB IR R MR A AT BRI (e LLT B, 1
BRI « B EREEY LLT 5 RUCER B SsIGRE 00 PT X5 ik,

RVEFL, B AT PT ORISR LLT. JL8h, AR T bR 4L
.
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FARTERR A HIAER SN

4.6 AP

[ B i BB UAGE A T 95k MedDRA,  FEAE AT SChR,  Hor frdd K 9e SRS
Pyt MR S i B B SO SRR O B SO ]

PT. HLT. HLGT # SOC Z&IMARE MM B REF, BIHEHRRIETE .
PT Myocardial infarction [:\0>JJLEE%E], Ti3E Infarction myocardial) . (AR 2% PT 2
LA T, XFEE SOC W R RHHET) , EEAHIE M PT fed P HEE—iE. .
PT LM PT F WAL PT iERAIM A AT PT S IEMEIEMIREA o

4.7 MedDRA Zmhg

5525 558 PEATUEE A FH 95 (code)”—iA AN A, 7E MedDRA i, “4wft (code)”&+4
SRS AN ARER)\MLET, VI 5HARRZIRE. MedDRA 1 RN RIBEA — /N fE—
FAERIE M gIS . JERIATE AN RN XD A S AE S A ER (. ER4h SOC
SRR RE) o TBAZ T RN ARIEHA — N8 € D . X L b 3% 7 BET 751,

M 10000001 FF4f. A IARIEIINEE, 574 —AS 8 4% . Ak MedDRA %
A BT IARE, EAEFEENT, WRIEEEAR (. BIEPFE) , Weff
F R 4t .

4.8 MedDRA H S EIMKEREE
JEEE—iE Y, MEEE{E MedDRA i EEEME I NE MRS,

oL IR I 5 B — S S R e LA Lo JIE AN L B B 2 5 SR e ARAE X BT HLT A A6 A
DI SR (4777280 (F HLGT NAEXMECHEZES N, SOC NLMEa BHN) -

REE— I EE IS N B HULA RSt SMBER RHIAREIER 5 SOC A FUIIA A F§ R 257 AN
HAIS L o

HR B — HRHS: OV HR B 23 . SR AR SR TE @ WX N i) 3= SOC N MR 7% 5 4cH, Ik SOC
NIEFRFE T AN »

MR ER AR — A A AR IR /2. MedDRA Hh IH IR GE 2R 45
BEE—-HEUAHEWNE NGy, KX SOC NHLEHEISN .

49 ¥{E

#h4> MedDRA LLT & 5% @ MRS EBHHRMNEUE (W: LLT K4EE77EW IR ILE BB
ZZ, 1,600-1,749 7)) ; 8 XEARE & MNHMAREEIENE, HATFES MedDRA FEIH
RABK AR AT . INAEIE 5L E S EHHEUE (. S8 141 mEqg/L) .
BT R AR B S O E A SR, X AT RE S N LLT A1 PT (4n: PT 5-a-20 /5
=) .
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FARTERR A HIAER SN

410 BAREME

KEBFRIME WS PIARE (0. LLT EL L HD e NHAWARIBEE NN . EFHZB
ITARER, OB LA RUMES I MedDRA 9.1 it . H4 5 MSSO NIE“INE". “%&
A BN R IX LA A R A SRS, A S I & I S BR S 1A R 3

4.1 “ERI/" MR AR ARE

KRB HAIERHTE”  (not otherwise specified, NOS) , J& 24 H & H = 55 it F I 5 2F R AE
LN WWRHIE. /£ MedDRA i, “JE548” AUHIAE LLT B4, XA EZAEKER
PIRES Can: XA REFAHEAT R o AR FRNIARERREG BRE BRI
&, S RAREES P HAAE AT AR . BARUHBSTEAREE S FHIE—BA
A (s ERRe R S S IR, SRR BRI B o RS, P NCR A B
AERR IR TE (tn: LLT MEEHELFS LLT 2L (FE5#5) ) . 3 MedDRA MSSO
EHMZERENIES, B MedDRA 6.1 [iJtah, AAREEAFREEZ AT ERTR FIRIE.
Ah, ZHIfE PT ERMIFEAERTE REW KSR LLT E4.

FRE, “AH42"  (not elsewhere classified, NEC) & — MrdE4EH&iE, T HANZ
SOC it LA AN HARAF R ARE . “A 7RI AN HLT M HLGT &M T RiES 4.
Blan: HLT FFEptsn (407 228) BEARERIN PT, H PT BHHEE. PT EHEA
R PT BEHEEINM E 7K. T ZHE PT ERMA RS RiEHERE LLT 2
H AR N AEBAT

4.12 EHRHARE

MedDRA AEEH AE LR, EOPERBER AL — DB & (HOER Y ARG K
i PR SCBARAN AL, WL IR G, A e SR A SEIE S W (PT 7L AR
PT XH#7ME « —kiiE, &G MHMIASIERNRARE (PT Z8RE

4.13 Bz Hn
BH

HLT A1 HLGT REHAREEE A S S, @F NREOL (1. HLT ZAEE T
#D o PT AU LLT EHMARTEBFE NELEILI, FOVENAREEMEHE.

JEB VI HI(ESH

R REIE L PR TR SRR e “SORFREERFIRE) AR ZGE (e 0
PE" B o« (ERSSEAHREREMHE (W: EARZERBHANARE MR 32
W LI, AT 45 Ak . 454 38 A B “heart attack (0 95 & AE) 1T A4S & “cardiac attack(:C»
JE E19)”

“%"ﬁ]“é\"

N7 EAREHPMN —3, AR EBR HIARE, HbrfEAEN:
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FARTERR A HIAER SN

1. BFRIER . B
2. HRTE.

“PRAERLER” LI R BRARIE”

AR AT WAL 3R B AN D BT A

R IR

BRI R R SOC R, BEHERPETT M CELIFTELRIE A1) REN
K. 1E3LML SOC HIARERETH k. BT P 8 8 SR E 475 BRATE A
&8 T2k SOC 1 HLGT.

SERME

“Se R I SOC F AL A SN EEMEAARTERIAR R, A SOC K
TSk SRR AT s P AR B B ARTE A4 AR R, AURNIEIZRTE J& T-H2E SOC M HLGT.
ARAE S RAE” -4t AR BIAEAE R0, AR IX AR 2 18 A% RIE A1 5 W HE B .

[~ B W s AUE T35 30 MedDRA,  FFANE T Schi,  Hr B St se SORE
PGSR TSI AR 7R SO SR B R SO ]

SR BARIERE

£ MedDRA ', #i&“disturbance”7E“%ii" 1) T — =4, “disease” X 7t “disorder’f#] |~ —
2% . “Disorder”iis Fi - HLT.HLGT M1 SOC 2%, AT & — LB 552 RIS (.
HLGT JHZEZESWIE) - 2 disease” i & TR A FME S B i Wi 77 =0, AR HLT
EEAE R, A — e aME L. B HLT 7 250 Fif 5 20 w4 707 2 ik ix
—ARIEBNE IR AR MHER AT

“disturbance” 5“disorder’ [ X, X PRAEIZAIE NE:—MWE& 1Bk HEN . W PT/LLT
EAFEARIE disorder”, WA D “disturbance” ¥4

MedDRA A ]#&F4 20.0 i
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PT A1 LLT #r4&a#in

5. PT # LLT fr4#Eul

51 HRAEERE

B H—ANCHRIAR A RS (W1 RoR SEER S (1) 58] A2 “ethanol "1 JE “ethyl-
alcohol”) . B B FIAL 224755 - OH T M i% " #3E7 kRAREF—-OH (T LLT 17 - #5457
B o

W& WA TN — R ANEEF R ERE, I N B SOC SFFLR P FLH) 5 Ft 157697 o
TR MR DA AE 0 S B SR A HAR AR

F (Cervical) FIEF (Cervix) : Hif“Cervical”id FISRFHARH, TM“Cervix’ i85
o BEF“Cervix’ FIARTESR B8N, &5 A IR g7 8" DUE 5 #HES A X 9. 24580
RSN S FEIAAAS (. PT ZHAMELEAR) , WIE T BAE R .

[F BEd B a0 AGE A T3S MedDRA,  FEAE TR Sehi, b prss & 9 SeoR 1S
P4 R i AR R S0 SRR RO B ) SO . ]

“¥-5” ( Dilation) FEHK (Dilatation) : “Dilation”fl1“Dilatation” MAr#EEE & X _Filt
FE A Xd. MSSO MR BIfE L s b, XAMEE L E . B2, AT
MedDRA HmELIX 5], ARif“dilation# #i oy —Fia s #:4E, 1 ARIE dilatation i 4y —Fk
JRE . JE % fE“dilation” 1A J5 s In“procedure”—ial (W1: PT A7 K FA) . MIifEARE
SR, (5 PT FE7 KA ARG, FNA TR EZ R & 7"procedure” #iRIE R ©
TR —FPFARERAE

5% (Drainage) (FARNGTERMERIE) UKk 7# (Discharge) (FEFARZWARIE) -
“BIU R TR BRI AT A EARE, M0 R IR IR W ARG . L5848
AHIAN, —EEAG SR FMAREAE T FARIRIEENE, XML T NIZLL AR .
X L ARAE AR H AR & U S BN [E ) SOC (M. PT ARG 4 W0 RN SOC A2571%.
HFERFARIFLIE) o ITAEHE IR TIFRHKEARIEINT N E] SOC SAFLL A FHTG 5 F
57877 WR—NRIBEEATEFREEMERE, BAEEFREERE, MAREEE
[FIRT SR RIE + Bl SOC SPELE A RIS FEEE-ST6/7 B PT 787 1E T 7]
JDRRIE + W (5 SOC #2417, #ERFARIFELIXN N PT J8I7 R 1EIG 70
FExF PR AR SOC Ho MSSO T Al B AN K E AT B A S Wt HA IX AR5 5 SC Ak P BT iy L 17
ARG VAT PERAS T SUE RS BRI TR TR, EFRIGZE ZELEH.

FEHFIAA: 2 " A4 R IR O AT 3 28 = BB R R 48, ‘B A 17E MedDRA
FRPAENFE GRS . £ SOC Lit# 5 XM SOC JHiH# 45w, SOC FHEL
IR RGNS SOC IR Z 55 MR M fghomt, s @ M+ PT REARE, “A
2"HT LLT BEARE (. PT L REU I LLT DIIEEFE)

"L AN AN A A AR T REAFAE I FR 2> P B A DI RO AR R 1 At A U)K
ZHEMONL, (B RN A AR AR S AR AR AN R .
NEZFH DR, MSSO tiE, M bR EESGERRGM ST, Sl M AL HATEN
[F] XAl . MSSO HARE, IXEIRE V12 11 7 X IX L 1A (i35 5 MedDRA A5+, {H MSSO
IR PR R A AR S — B B 5 FH AR T 52
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2017 4£ 3 H
000002

18



PT A1 LLT #r4&a#in

WEEARIE: B TRHRIRBINE (Wl PT FHLE , WA SIE R AR 3
SOC WKL (ZHE,

bARR: A REMNA (e SRS IE 0 R Lanoxin®”) ,  HALFEG KA
BRI, AT DUN LR PT (. 271 PT ZM) BIEH T A AN
MedDRA 1,

T AT 2RSS (] alpha;” TIEo’; “beta”MIEB™ -

RUNZ IR : U E PR 2N ANGRIARE (W 5 PT A 270
WX N LLT R - AR E

#WE (Lesion) : “MFE I A TEITMET (W PT BPBMEELARPIHE , S8
T EARFEHKETS (A LLT @ssm#d » ARE ARSI MedDRA, {HYR
T2 BB ARAE R MBS & I 3B — ARSI AR, iZARER A Cln
“BrET) , WNTATTE PT EHZ N ANA LLT E#Z5mi.

MR (Lump)  CGIEFADIME) © £ MedDRA Hr, “JhH 2 3B AP . wr i He R
R IRz B B SOC fE8E SOC -

M) (mass) CAEFAEDME) « /£ MedDRA Hr, “Fh 238 AL w5 B BIAR
R ARSI IR AL SOC 1EATE SOC o A By AN fift I AL I i AR A8 (-
PT /o) KLk SOC £G4 R4 25 ab i &/ hVE 8L SOC.

P (Tumour/Tumor)  CHZAEMITE) = &M ARSI AR . RonMEK PT
13 SOC R LRI AN (EIFHRFERIL) , Ik SOC NERIZIMIHE
HOLAALR SOC. AR AIE AT TR WG, PR H S BB SRV ERE EEANI] I
HLT .

S RMENIRGME: X T BEAFE S R SAFAE AR R R PRI B0, SR A DU A X
TAZPR AR W, o PT AR e e RS IRIGHE". F i, K2 E R AR D
REIRIR A 5 KRR AS R RIER . Ik, 78 PT EZUtBEAME EidfARE (PT #
WRPLEENE) o ST ZPBRAN I, H PT w5 IR e R8RS
CAHCIR BRALREIBOE 51, AHX D DL S R HUIR IR DY REIROR Y PT N 76 A 1 HAL R PLGEA
4. 1 MedDRA ', —AIEERAREHER PT RE NRMAREHEP LLT. (N/ES%
RMEAFRAF R PRI RE J LT AR E B R, A Reds A R e @ 1 LLT. KR L B R
X 52 52 m B ARAE AT BB TAE CRPSRASHE". SR AR E H AR E) &fE
MedDRA 8.0 K /@, 7/ nl i 5 ol f " L RE SR it 25 SRS 1 o 3 B TAE

BARE: MedDRA AT AR GE 1S AATE (n: PT AEAD BLERLNEA SOC
RIE BEIERVETA DI (COFFFERFLE AL Hi R HI i B A ARIE KA
FIRERAYE". BRI SOC Ny R, IR IEIEADIHINRT (CTTHELFE AL
E SOC NE/RZMA MBI SOC, A7 BRE i " () 2 ARG A F i 2
MedDRA 1. Jy 1 & i i 2, @ BT ) i O RS R AR .

FETZ: SETARIEWGRAE SOC £ G AN R 23 2o (i A Ff A b, 3 W] BERG AR O A AL B
A SOC 18Ik SOC. filln: PT ZETANS SOC £ 1M K454 aE 4P i ok
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PT A1 LLT #r4&a#in

R 00 PT 2 LAETIE SOC NG AN R 45 Zab 1 5 F1 bz, #Ik SOC N LT
A TR RN

ONERR NBE, B LE I RIAE T ZARTE XS B 1 = SOC N ZE9RH . F=HFHI R[5 7= B 1K -

CERITHAM NS R E, WREARIENE SOC #EH LT M.

“UISE T oNE s, BT ERTYRMARSEER, KIEME SOC NHARE
RSN o

FF2E (occulation) FIHEZE (obstruction) : HEHFEH T, RBNME . 48, SR SFER,

£ PT ZHAER %" (PT MFEzpfri 2 o “Fige—RBad MAEMERE, . BipiEs
W 290 (. PT 2R PT SEMZE

ZAMZH: MedDRA L 50UNHBHE 1AM i, JFiRH 17 HH MedDRA R
MRAERLREN, 20 ZHARIEE MedDRA Hi@H AL NIE o 1AM ST AT REVEIR /MK
TR E OIS0 5 RIS BEAT T 5CI, BRI W Sl Hh by 50 5] S Bl AT Al g
“HHCGIE . AERXMIE T, ZARERH SOC F£471), FEHRTF A LMNVENT SOC K
Who MRFE VLSRN, S RELL T ARVE AT BB . PT 7T AR IEAT R PT i
EIEHPET PT JF 7 A ARSMIitESiti, ¥ SOC A # 45 wENE SOC
KBk, T PT SFOHEAT#7Z0WNs SOC A2E77 1 Fa Rk FARILMNENE SOC KiK.

FaRfm e H5/N K5 Wl A 25 & WARTE RS R AL, AN ™ B MS, W PT
PG IR PT A 8 A1y 33 37 Hi IR EE IS PR R BB AL, T AN & 2 T kS S 1) 7 AR
JZ.

HFEMEEME: 3 MedDRA TS, A HMEHIEREPA N 5B HEAMEHER S S,
FEEEME L BRI RRNME, W PT SHEMERAT.

REHBEREHEAE: T MedDRA, “KEHAEFSHE B W AR i, #H i
WA IHUER P2 R E R G IUE M= d . Blan: DURARE F B R S HEHE R E N
UE"FNER R @& NRE"BE S AR L LLT LB FAREHMERTE RN LT &8 i
FIEPAELEN o

52—

Hidh SOC K. SOC AKX, SOC #2455 SOC SAFLK I FLH 5 Fh i 576
SRR SOC. H7EIXE SOC HHIARIBNAHIMEIXLEE SOC +, 5 MedDRA +HH
f SOC AR, UNRFHETIE 2 MedDRA ZiLEIE HAFEzit =M s B, St
2 VA T A, NAE TP LA SOC. Filtn. i 7 25 4 T s Sk R
HI B2, PT #ERFIAN SOC 1Ol R & 75255 M SOC 7MW AZ 5 W, M PT il
AW AW IIE SOC Ak a., (G55%% 6 &— [RGHENE] U THE
ZEHE. )
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RGwmENR

6. REBRESTR

AL

DR A3 AU RS SOC L MR Ak dE Can: ffsi] . JWPERBORIEED) o IX LU A
PRA T A ORI A AREE AT RIS R TR 5

MedDRA JZ ¢ 15kt 5 (e —ARTE A0 A BB AR 1) MedDRA 73 ke SUFA% 2SS
k3
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RGmER

6.1 MBEEMERGEER

6.1.1 HRAKHE

7 HLGT 2%, SOC T HIARIE EERFME KRR . 78 HLT ZEHK, RE UL RERTE
995 R RO BESR HE— 2D 4l 2y o Blan: HLGT /8 ML AN I PT 4240 [R5 RH B — A HLT
s HLT #REE M PEZ 0D o WIRENE. WS PRIRN AR R G m 5 1) HLT %
FEE AL AT R 5y o W5 MR ATIRE ) HLT AR 2 2 bR AT 9 25

Fe HLT BERR — MR EDIRI, W HLT AAEgm i pmr, €554 54
JE MR A S OFARREI) 1 HLT —#&EE HLGT AMA_E5m T .

6.1.2 L JUF06 4t

MR M ARIEFL R SOC R IEALEIENE (HIFZLFLE AL HERIAREZ RGN 747 .
MedDRA 1 PT 4L E ik 298 70 A _ (BRI B2 1T 739K )  (Revised
European-American Lymphoma (R.E.A.L.) Classification. { TAE#ME/287%)  (Working
Formulation classification) Y[R LLT ZZ.

FT 5tk E R G R AR AESY LL SOC MR KM L7 G045 E N E SOC, (HIKGAM SR I%E
TURERRAL G LR AT ARG IE R .

6.1.3 EEMR

WRA BRI T3, MR T HLGT JE4 M 17 MR A HEHIHIAAL, BN %
HLGT #1212 F15 50 HLGT &Ml K AFFL XA HLGT. [FfE, &5 7 H Iz
JROBSARNE L, T RETE HLGT BEUl 20 5E PR 7T H1 M 250 550 (UL BRI AERR SR ) Rl
HLGT #1h#kE05m Rl HLT A Dkt bir) FHZ%.

MedDRA A[]## 20.0 ik 22
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RGmER

6.2 LESERIE

6.2.1 IHAKHE

It SOC A4 HLGT #afsiiir 025 GOW AR, O WURLEIRAE TR 3 ko fiE
DA EIRE ) 5 R4 AR F A 2K (R OVRR N . O SR Je R MO IR RE DA KL
FAOIEAREATEIR) o« HLT oW E AR, (EMRERRAN, 122855 1452 A ik
AR A S B

6.2.2 FUF1H 4

FT A S RO RERRE AR HLGT B OHZELR R « Rk, HLGT LA S5 1Y
A B A TG 5 TR B o 1] P 4 S P 2

T ok T s[RIV SO I RIS o XSS RAE 5 HLT A FE A PEO M B 57 1 (502D
XN (il HLGT A0 FEES% S SOC DHE#s BRI o

ODHE (ECG) 45 RAIRTE SOC Li#E A Mg SOC AEMAZH R HLT
ECG & .

iz RE AN SOC AL &g HLGT LMl ERE (NI FH HLT L0
2

RS H R IR O . AFL AN X e SRS E R, EA1E MedDRA HUE L
YE AR SCRME I /£ SOC OHE# E ST, RiE“SFi"(E PT E4, MAREAL"E LLT
FE%&% (. PT O RV LLT OIGEAE) -
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RGmER

6.3 B REF MR EERE

6.3.1 HEAKE

It SOC HHIARIEE HLGT EHEEMIEMENAL 7. HLGT EH N4 FR AT Ge4x 1
ed s MedDRA I RGias B 025 (M. HLGT JEXMAFIE Z 455 HLGT sEXHEH 4
BTN T Se R SOC LHR) o (H HLGT LT S IF i B 1 2
HLGT JE MR G E1E5N (ATF 5BV HLGT JE K ML E 5w AME HLT 24,
RAE R AT REMR IR AR FBALHE— 58 (. HLT SEAMHIRERE ) o ST IREEREEL
fEE AL RN 4> ) HLGT (Wi: HLGT ZEXHE/CHIR E 772550 » PT YRR R B AT
FARL HLT (e HLT AFERIEMZZCHFED 3T HLGT JE A R R (4
25, W CUEYR IR AT 02K (. HLT A Fsb K ME RS
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® HLGT /LA L/ E2esie T A e LA E ) L AR . B EEisH, 44
TR AR HLT.
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® HLT G a2 E RGNNS HLGT Gk B Hla: B R0 7 80R8k, A,
AR E 28 (e RIRAAE D) PURRBLEDAE (. Fi 51 e 5 e o A
WriZ & mas) o

It SOC Wiy HLT &% & XWit. EAERHAART 4.

o UL HIT 24 T2t T (. HLT DI 227 « A8 AE (. HLT &
I8 FIE (R 5 20 B BRAERAE (s HLT JLA B BERI3 20 2 AR P2 4 2
HRFER, FSRSWEF HLT S84 E8E (. HLT R840 a0
PT MM &) .

o WUt HLT i F MRS AL e LU BAT 0 . (I HLT A0 5 L AR 8 g iR HLT
B CS (DETEHAEY) ) « TEXMIEN T, 12W. A58 A sl 2] 400 B 22 e
ARG E—A HLT (Wl HLT K& ZI5EMr (PHE 425 )

o Hifth HLT &8 THROMESERE (n. HLT B8 00 79 HLT AR E NG
BT (7925 « HLT M pR el fe HLT EFH S EFES .

o LI/ SOC A&k i se HAh BAKKFAL .

T R A AR — A B s T RV E R ik B2 A EAE HLGT R R LR a2

2B (NEFMT) FH HLT AR R e AR5 T P 1 2

- BEEE-—BWEERTNAETE HLGT A AW Z 54k E (iFHHZD T HLT
B8, R HT IR 5 1 B2 PR

- BEBERE-PT EakZ R HLGT Bt 25T HLT EGE HilEsr
R ER BT .

- MBS — BRI SR B AR A HLGT MR # &35 (1%
178 FHIHLT B g e A5 fr 8 HLT BHAE A% A PR f 25h

- OHRRITRER—PT ZHAFEFE HLT SRR 20 (59035 v,

- RE—IRERAEES HLGT KW, MIRE R &R W HLT 575555
pral HLT SRB 7 (FEH75) Bk

. SOC 1 PT RAJfEN IUPAC. LOINC®H IFCC Ar#ErhIRIE . {HAFE RSN T,

IXEEHREARAE L A I ARIERE TE IR BE 5 TAEA 1 H . IR 2 iXkE, MedDRA Hhf#

FH B ARAE 3 T N S2Br TAE TP &s U, EREE T, Bk RiE S mA 2 E AR

RABDVBEGVRIE (0. PT JE B8 AE L% BnT i A & IUPAC RAB“FREFE SHEL”) .

e ZUUE LRI, MA IUPAC F i F RAL - 44 55

6.13.2 F ] A4 41

MedDRA A i iR i il T S ALIE AR 25 985 AMECS)IE 3, A5 LA S M )
R0 . BT NHLE T T45 10 0 W0 4 5 . MedDRA AL/ LLT ZE4fif
PR A s AT R0 LT 5B MO BRI PT k.
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Wb, SOC A 24 2 I st i 6/ A P B/ R B R 7] 3L

MedDRA H (I " A T3 O ML Sty s A6 /A B 2RRTE, ik AE SOC A2 T o
(ES VR IPAR

o LT M/ EM LLT Mm/&s5 PT Eui/ksk PT M/Ei/ Rkt Xt PT stre
SOC /1 & 5MEE 5T

o REUMCEMEL" MM PT 5 SOC R #HERMEGAWHINE (L5 FLE R
W FBE (. PT QM. 1CHEME

® PT MW PT FEEEIET SOC HFRAL MEHNEG . X2 H X EEARTE
M H R R Rl SRR DL A — e A L.

® LLT &AmENRAE SOC £ 1AW L8 2l &bt . BEOMRIELAE, IRk
SNHIE SOC A&tz (H: el g —MNESHD , HERHE LK
R REe (PT L#0) o Bk, X—RIGWFAE SOC 2L M5 R4 2ok 7
PSRBT

MedDRA A& H PR 2 7] “ S " Ron — P A IR S a5 e B (R THR B 1k
. £ SOC Ay A AR wimd, T seig = 0 nBR e w v IEw". “fFIE 8 "
Can: PT L/RMD 5 FT MR AW IR 2w N PP s B (. PT 2F4RFET1E)
FH T s ) gl A A ) B S 1A A “RE KB R (. LLT APTT ZEK) 5 T 25%K-F il
& A BR e IR R B YRR TR KR (s PT Z09K-FIEFia 72D « RN
ERIMIARTE (. PT M1 AAER PT & pHY FT487R 5 — 3 7 B S2Brfi . PLwy”
MR TF L IARIE (. PT AR MEM PT ATHME) {E& A“RH"SOC , ik
SOC AFXfra.

SRR A L 3 B AT, W PR LA 1 PT (. PT REFRHD) -
16 SOC AXfeart, HiEbEA LGN 4iR CIRIERE .

H MedDRA7.0 2, MSSO [l SOC AL i INARIERIAEA FriltAE . A H S g
BATRPREASRARN, ARGV MBREA . S5, QERFARBEEAES MR
IRV R AT AR AL AT AR I HARIEAE D PT AN, AR REA SRR 3L
RN AR 2 LLT I SUEHARE R Bl LLT @pr/ a7t e's PT Bk 28
HERIR

M TARSCIREAIAER (0 BUMAEED , WIAEARTERE B b A B AU A SR,

FEJRR A T RS, H R84 AR B A HERR > B Bt A HLGT Lol
EtrE (UMD M HLGT FHYIAA I AR 2 (N E7FERN) PR
BRI S AE HLGT Mt dr (7758 T W RATRGREE S HBHE HLGT 4%
MR E (HIFHHZE) To W HLGT HPRRZLAAR 258 (A EH7M T FHEERT
A EFIN HLGT /U4, EIRALIL TR E T

WE, FREREEEARENAE LLT R, X ACE S —Gl4h2 PT R
BRI ER RS (1. PT /A FEBH R .
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EHEFRERAREN Y M A R IAL R (. PT AP 74D , WETHE PT 2% M
Mg ARIRIE S HBE LLT 24, I SMN B ARE LB (B an: LLT Z05&#5 PT
J D FIE G RER) o

6.13.3 RiEME RS (2003 FFE—J5“HEH /N [Blue Ribbon Panel] #l%E)

ZHAEOLY, PAEYSA IS ER AR LLT 290 A i s AR, sbiE &
HF DNA . £ PT 249, AXPEARRE, BRAFENERK LA ARERE. BHiF
NIMPRAEARIEDUE . REEREH G MR M BINE LLT 2%, BN PT
R+ BRESRIRE R A RIET .

AN AR MLEF DNA BERIE LLT 2%, BAXNEM PT ~ (Wl: LLT A0 754
MIEZ R &S PT &4 WMk ks & <) .

TG RIS R 72 ARAE, RGP TR . B AR R RS MR . . R
WEREREARIBESAE PT EH. HAWEARIERTE LLT ESEI. #lan: LLT A#457
S PT M7 EE,

Y DNA R36 (ngirE DNA R56. 77 DNA iRIGFHTE. E B DNA RIGFHME) iE
WA PT BHAIE K. AR ARIR e8GR HME PT N8 LLT, W PT Z1E 4
BRIMEFHILLT 40 DNA 471, PT EE a1 FHILLT E i DNA #2057 1.
HHWEREIREAE LLT ERAIE . Hll: LLT ACHEEL DNA #1HES PT s d i
I B

SR, B, ERE. AR, BEREEEIT RN, £ PT BERAX R,
AECAENRIR A ARE IR . FEARMESLE LLT ESARIAN IR & S 5E .

St T FEIT I N AT, H TR 2890 0 BAEY K.

X REEZ5), 18 PT JZHAX R, BRAEENIEIRR LA A E R
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6.14 K EFTFRIR

6.14.1 13284k

I SOC HHIARIELE HLGT E%&HITHHA=MIFE TR, M E& HLT HAH
RGN BRI R SH 1 HLGT (. HLGT Zm 2msnefCil 7 . HLGT 6 ALl i
BBV HLGT S5 Ll #525) ,

528 HLGT 4 s 7R 5 — B8 FERE A SR ER (. HLGT &K —HHE
FREERER HLGT 2 FHFMELR)

F=2K HLGT i 75 BT ECE W TR SR Can: HLGT B8 -F 7 2 3L/
HLGT MG R IETH RZE)

6.14.2 F | Fn 1 4

T VR 22 S R AN 3 s IR RS2 2 2 5 T, BT AR 2 80X Se R E S I N HLGT 7C# 57
I (NG HE) N HLT ALz (NF428) d, NizitE, AW HLGT 5
WEIRIRAN S : HLGT #a#Cltinms (C7ZHER5) 1 HLGT & FrER - R IE
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6.15 ZHULABBE R &G HR TR

6.15.1 JAR4KIE

SOC A FHIAIH #E R ZFAHLASNE HLGT ERRIEHLARA (. & WIAAIZE4EH
) BT (MR S RIS HE T ) 338 HLGT WA A BS RIS 0 HR S (1557 7095
e NMEM WL R HLGT 2%, HLT JIA A 85 FIZ5 0 AR L (457 2798)
Yook TEA AN SOC HAtAL A E .

BRARIEAAET A HLGT o, HAh =G HLT AR HERE (NEFXETR) 5
HLGT & (INETFFEX SN LA IT) Kk HLT B FRERIERTTAS HLGT KHE
KRk T HLT JIAERFIL AN S HLGT JIAZESMH R B TIX=A HLT 4t,
It SOC i HAMEIIINIEM HLGT JIATH #EFIZT 2 AR DN (A 57 207N HLT L
AT 5 RIZ A A RIBER NI AT (577758

HLGT AFWIA B B FIZEAAN MR B HLT R m fI8 R SBik L PR B AS W] B AR i

BAT 2K

6.15.2 F ] A4 41

HLGT #7765 SOC #6771y, 1aRF A AKAHI) HLGT A HELK T AR F L
HiZESIMI HEULFARIFSRAEMRIIARER SOC A2 HERTF A KHNFNE
SOC KHk. fln: KREHHIr)E 150, % SOC F2Edth, #1#RF AN LNHF T SOC
KRB, EREVERI S RS e B T WK SOC MR A BSFIZEZEH2E N+ SOC KEk.

HLT AAHARSINR (177058 LiE TR S A B AR SR R g8 B 0 R —
R AR
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6.16 Rk, Wik K MmA I
(RFEFRAME WK

6.16.1 AKX

I, SOC Z&MFEFIFBALI S, IR EHRYE R PR A e (1) BERY BOdE AT 40 73 . PT S %%
[ S RE T 7 BT — 4 T4 PDQ (Physicians Data Query) Terminology Guide, 1BAE{
AN ik EL PR SR AL, 3 — QU 0 2 2 o [ itk E2 R T 78 /N AL %€ [NIL Harris, ES
Jaffe, H Stein, PM Banks, JK Chan, ML Cleary, G Delsol, C De Wolf- Peeters, B Falini,
and KC Gatter. A revised European-American classification of lymphoid neoplasms: a
proposal from the International Lymphoma Study Group. ¢ (FRZEMEIRE KT FHERH
EURIT 78 /N R IL) ) Blood 1994, 84: 1361-1392], #40 PDQ ARiffE. F-LuEg Rk
FiorRIEAN LLT.

MedDRA ' PT JZ4% LI Kotk ELJ8 43 2Ki8 495 Revised European-American Lymphoma
(R.E.A.L.) Classification ( {BKE#EVE S HKEITY O 5 Working Formulation classification

C (LTE#2E) ) URT LLT B4

TEMPAN S R R BLEAL SOC 1E N SOC Kk, ¥ SOC R MRV A I
B (EIFFLALE R ERR SOC KB, Frf HAhRE A ELE EEENE SOC x
B, W ERIMERL. SOC fE Nk SOC k.

HHl, /£ MedDRA E R P IZEHIERA 4325 HLGT i PT 1 LLT 22, HiEYm”
A" A SCE A, R DR BIX A X, T8 Eal JEN . B T ¥R 7 By 2k
IARTESL, CAZARMN TR L T A K BAR B AR BE BN PT(: PT A4 .

AL HLGT X7 S A Lo G R . X /2 MedDRA  Hil /b E5 i IX 4314 51l iR A 0 o

R A FEAS (1 S R AR R iR DUR)TE e RS PR IR € (I PT F2EE M A R7s DR B B A
FABFBAL B —Fh JFUACEIE B D o FeRE AL R R VELO LLEE RS IRE (e PT
FEFE AR SRS R E R e A28 _ETE R RV E LD o

6.16.2 ] A45) 41

ARRARMRPERTAE . (E AT BE 5 IR MW REA R IORTE (n: PT ffEriess) £ HLT gt
RAERIEIFR .

IR A% A IR AL 2038, DY IX S iR T T ANE

BATHR W AL BV R SRR B I N IR 208, X i W ER AL (A, PT A
HAEZES HLT KHHEEZFE (TR Rk ARG RS IE P B,
UL ATRELELL SOC FHR AT HRALGNE M B IXFR 1) i 24 20 5€

AFGIE BE BRARE, Hinr 5HBEk.

HLGT /i 526 400 & BARMIRE I A E A SUE IR AR o HLT JB7F XA RS AECA
L HLT GEssade (45720280 gt (HAERH) FUIRIEAL R PT #iZEr ik
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NE SOC xik, I SOC R BILLIEIEAHNINARE (EIFHELFLE AL AERIR
SOC K.

HLGT FE#HER# Q& KRR ARLE DL AR SRR IR . 3 S BAAER
REIARIEIE R K SOC R BN IEIE A BRI (CIFFLFE AL AL SOC K
Bk, JHRRIIAL SOC fE NIk SOC KEX.
“EEREMERE (. PT GPE#EERD 1E MedDRA [ PT Z4, SHAMIRRIV HBEM
PT ANl IXFEE ROAERS rIEBIR A R BUK A, JRAERE IV HPHISC, DR e i2
PEARIE S IV WP ARIE SRIIFA S A LR .

MedDRA H i i AR A T8 388 O M R St == AL B0 A B SRR TE WG AE SOC A6 2r T o
HRR GBI MR PT 5N, % PT ¥ SOC R1E, EIERIEEAWHINE (i
FNRFLERK VENE SOC Kk (. PT /I, NI/

MedDRA AR BLE SR (i PT AEA) BN SIRIES, S 1R8N
RV G B R B SOC RPE, MEHERHEIE I DN (ELATHEN R )
{EA% SOC 30, HHISZEIMHMALN SOC fEkE SOC Xk, & SOC Kft, HHE
FERE 1A LA FLE A | AR 5 4R RLPE, T A AR R BI0 HLT
Kb AT T R T B AR TR AT INE] MedDRA o 4. TSR
S PR S T T
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6.17 JRME RGH

6.17.1 3284k 3

MEFIRTE HLGT JZZCR A = 25 A7 70 28 i S 28 9 DR 241 DL R s 3L AR B2

EEMRIEWH AL R HLGT R8N HLGT B A& Al & HLGT /7

PTG (NEFEED) o« RIEIHRHE M HLGT . HLGT 5K HER[H B4 2k
K HLGT HANHHEE FZLRER R KA WIRTRFL A B8 HLGT . HLGT Hag#im%
BN HLGT &4 S 25,

£ MedDRA A7, AN 5P #H 5 AR UE FRE R I8 H AL 36 7600 75 A Le 5 1) HLGT . {HRA]
e 5 & MR LML RMATERGER AN HLGT #MZFm (AHF4025) i, fltn.

HLT AFAZ 574

6.17.2 3 A4 41

HLT A F 2850 (77 77 2EOCNETE HLGT A4 Gt (A GG, i A& HLGT
RSP FAN T o HLT MEASEKIAN HLGT LRSI (7 7FD T
KK A &AM HLGT, NE HLGT #ZFEN (1574E) F.

HLT S/ZEHIASHS HLGT JEA R B RIE R0k, iAZES HLGT #Z5l
L eSS

HLT E& &5 HLGT MEFIM (15775 Kk
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6.18 LEUREA. F=RHA & B F=HR

6.18.1 JAK4KIE

It SOC Wiy H L ARKITA I, X33 fa )L LA, IR AR AR (8] 4
WAE U W= . 77 ES 1IX— KW HLGT =474 R4 24 7F %4 K& HLGT /=
ST RS FARNARIE R ALAE HLGT By (. HLGT jRaf. FHR EHEF
B OCAANEAS D D o EH X AR LR E I HLGT 2028 (W HLGT #a/LF K45
M HLGT LTI RIE) -

6.18.2 F ] A4 41

It SOC W EH MR IEH MEIRRBUAN s MBS ALY, (EIFARIF AOEBA R F AR ARTE (-
PT XGRS PT EEE4D o EWA PT BN HLGT 270K, /=, 24K =Gk

e

A BHAR G LT RAERING ) LoeER R AN HLGT /L AFRAEZE N W) HLT Jafr it
SR
HLGT B4 /LA 7B S AR ARIE G AT B — AN BAR LR A5 o HoAth JLRHREARTE 7>
HUAE NI AE AR
W R R LA E LR R R TR I8 R R I AL SOC fF v+ SOC kik, #LLL SOC fE
MR SOC Klfk. ¥ LKMR L2y sh ARV ARLE (. &) K SOC A2E77 15,
FRFARIFRINENT SOC KEK, H¥s SOC LFIR-H]. F=#RHIR [H = Hl ke ik SOC
PN
W R I ARTEAGE R LT JLAL:

o BNV ARIRY R I BAIRTE, N SOC 4LIHY. 7= #EH R HTIL I o

® JA NI E SOC AMRHA AR A F#RAIE 5iRT7 KEk.

o NILHF“IHIAER HLT AL~ oMot s REF N TR (FE SOC %3680
LFARIFIE TS HLGT AR QIR DI AR (AN FH 23 )

o CEBR ARG MR HLT W BRI B I E R e (5
SOC HERMI. Pl & B ERIL R HLGT Wi RIER= F) .

AT EUYR. 0o LA AR TR RS iR ) LT 2R LA SR R ARTE RS, H P Al e
FIBIEA SOC M#T HLT HprEl PT CEFEETTEEAIR T B T/~ 0 5 S 800 HLT
Zaia e R BIR ) LB HLT A LR ACE NEC) BALERL SOC #ifli. Hhas AL TR
FERAE (Blns HLGT #efil. A=A PEIROTAT B QBRI ARTE ) 195 Fh el B2

MedDRA A ]#&F4 20.0 i
2017 4£ 3 H
000002

45



RARESR
“SPAREF 5+ SOC KUK, 3% SOC LM AHG LA MMM SOC LEYH]. /= #7H]
L EPHIR S IRGE ORI Hrds IR 2 B AE AR LA DL 5 ol & (170 KK
KRBT ARIENRG SOC 2L MMM R ZTab &AL SOC KiK. fin LA
SETSRARAENG SOC LL4RHAT 7 8RR H RN JE T SOC KK, BONARATTHAL ARy
RN
B3¢, PT B E/IELHNs SOC £G AWM R 250 A Ft e iAF NE SOC Rk, JH¥%
SOC Z74H]. 7= #RRI A Ik i Nk SOC Kk
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6.19 7= 5 jm &R

6.19.1 JAR4KIE

MedDRA ¥ Zs i £l 7 W45 /Nt MedDRA S I HE HI Y (2014 4 4 F1), BlL:
1] MedDRA /1% 27 4~ SOC PAGINPS K= i ARG IR/AE B A OCE& .  MIR A FT A
LTAMMEY, XEMSREE, VTR NESENLZE. 247 MedDRA 2
19.0 fRFIINT 1% SOC /=g /i, FFANT ¥ A= . S E . A iE R 4.
P SRR A8 DA AR B P i ARAE . 72 MedDRA N = R EAE K — A H 112K
B — P ARIE A SRR 77 W R 28 R R A OGS R R, rTRATIIL, P2 i EALE, B
5ifisE A CHIARTE, A BT ) M 5 TS P s B 18 mT DR T U N SR
JiE,  DARRER 0 i 1) @ B i 22 4K L

SOC /i &M HLGT: HLGT & /W&ZEM HLGT ,=ili . ., 24, 4
FERING EF G . HLGT & i @ZEE R FTE )\ T 9 HLT (HLT & P i &k,
HLT & 8T, HLT SEE A FHA 8 HLT K E 155 H 25,  HLT K& /& (A
FR) . HLT REHEFLE P F52E) « HLT KEE7 /8 (5425 M HLT #
BRIV S 1 F G %E SOC £ 150 e 25 25 55 7 5T [

HLGT /&g /iizd A7, 25489, Ar=piiiE 7 2 &8 A miE HLT, Ef1Cg MM
SOC G HEHH R Zali (i 5 FE R, XHA HLT J&: HLT SEdg 05y 7 5 0 7
L HLT 500 B9 25 F b 2 1], HLT 7500 H9 25 €0 56 1. HLT 720 19 5 Fh ) 22 1] i
HLT /50 H 5 Fh i 2 i (A7 4028 « 1Ak, 1% HLGT a5 )\ 124 idinE] MedDRA
% 019.0 FH I HLT, LR AR E 77 A7 B & DL BN AN A5 10 ) 8- HLT 25

BIERIAN 157500 HLT A7 il A a5 i @, HLT 7518 (A7 4928) « HLT 4753
I EFH G HLT L2 @ HLT #2477 @0. HLT 243 Z8 85 R 77 1@ )

HLT /50 2 ] 1 1

6.19.2 F A4

b SOC M 57 s AR IR, AN 5 IR IR EGE A MR, Rk, KRZBHORIENH
FhOGHE, o 5 HARW K BE W PIR"SOC AT Z MOk, (HiE, R IERREH KR
A ARG IR I Z Bk, DAOREE 5 BE R Rk, Blln: PT BERAPEW IR IRZE 7 i %
7 SOC L RATEHMENTE SOC KUk, K SOC /i /& E NE] SOC KiK.

WAARIE— R LA, MR &K K11, MedDRA C&K BRI MIX L& H
T2 A FH B EAT R 5 W R AH SG I S 75 ZE06 FE P ISR AR SO, DLAS I s e 46 SR AR
e L, XWFSCZE Ry E . BEANEN 48 Sl SR I B A A e s w2 A D
UGS FE B DL R, BRI IR ISR PT 5Ros, 5T M 8% R e
R AT IR BT BB H AE LLT 28R
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HLT /78048 2 7200 1 @S A5 o A2 7 R b AT i 2 M sie 0 2 il 1n) B diA g 1R ik
5.

HLT /=0 Z2 8 il 7 @0 a AR o AL 7= T . 880 . IER PSS A7 )l e AH S, 1
UNBE 55 N O3 BB RV Y 3 58 e 28 T P 3 R 7 i i A Ir) N A9 25 ik, i SOC A4 2€
Wy R FARTFAEF BB 25 B R ARTE RS o

HLT 5 AT AT S 2240 e RS AN, B R s i it po gk b b, &b
J7 B A s P U T I S
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6.20 FEMIRAR

6.20.1 JAR4KIE

X} 5 G P 1R AT A 2 11 3 S U] 6 [EDRS #5572 (American Psychiatric Association)
RAGH] (RGN L5 51 F 7K ) (DSM-5)©. 145 DSM-5 #7325 07 R AE
HLGT JZZA A ICREARIEAT 732 . DSM-5 K53l iy 44 B BRIV 3 88 VA G s, —
[FURAEARLR) HLT e HLGT RSB R FEAEFRIRE HLT ZH 5. filln:
HLGT 75 BEEE A AR AL HE— DSM-5 $LRI[ S A% HLT, LK AL B IEIL
MEZ2 /¢ HLT, % HLT BiEARE DSM-5 2 WikniiE AR RAEIR .

X}F MedDRA %5 19.0 fit, HLGT LA IEAN G RIL Hit B4 8 HLGT XAAIELRR
FIHRERE, [RRE, HLT OB TR HLT ZFhE 7 pEm@m HLT AL X Lol At
KI7E DSM-5 rR3iEAR s, gk Bl HLT WA EERE HLT & 75658 HLT #
AL T i 277 75

EHFZA DSM-5 702K HANERGER A NGB HLGT ObFbE g it sl (5 5035) LA K
HLGT #7177 X IEL (07055

T XS RGBFIRIARIEN SOC KEmizs Z 4 4 mENE SOC Kk, ¥ SOC
P e IR SOC KBk, Bltn: PT MR KBRS SOC #4557 e AFE SOC
Kk, FEK SOC FfFrpsE Nk SOC KBk,

T SOC FrmBnse ’KYEpm (. PT AZE#HHA) H¥E MedDRA #F¥ SOC #
FlsE KNS M EPE R E N T SOC Klik. XEERIER SOC #7777 280L M R ILIE
(K Bk R G/ NIk SOC JRBE,

HLGT ZEA 5 A A A5 1A 75 MR 53 BT A T HLT . HLT 27 3 5 ERR 2 %
MRHIRERS (. PT Zam2r. PT ##2VL PT 2005

S AR HPIRGL (s LLT JEG 700 PT 200378 F 8 LLT 2525040\ K% PT Ay
D BEAE SOC #Fr 8 HLT A FE G (E T IER I g 1 hE T

R4 DSM-5, I IE SR R AR TE & D AR #R . DRI, e — s 38 A H BLAE
MedDRA 1] LLT E%.

St MedDRA AT " ARG, &8k X 9 SOC #2258 SOC #3# FEH IAR
TEHERE. W ARIES SOC #7258k, [EX R PT oo, # A ANMIARIE (.
PT ZWili/HZ) WAt SOC #2Ht5h.

6.20.2 WA Ab

BA1R M 2 B RS Ao 2 2 WL I 20 e R fn 2 & 76 DSM-5 R . (H2, XS
H—E B2 WibrER >, M RILRPAEIREZ — BB HRALS R —— M. Fik, ¥
A 143 E N —A HLT RIS .
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6.21 FRRIBRRGER

6.21.1 194K IR

It SOC WIS HLGT MRIEMTRALHEAT 4328 (i HLGT BhER EEHETTHN (A1~
H#ELA) M HLGT R ESHZE) « 1EdE—Lasr ) HLT ZE9 T, AR R IR
K PT (. HLT BRI A M HLT BEhE AN » RN HLT A%
W (NHF52E) 2 2KK) HLT.

HLGT MR AL SHIE SN (A 57 205 ) W& AT T W A JEE W B DA R T 7ElE HLGT v,
B HLT 20 N5 RIES AR SORE DL S o BRG] 1 &AL, DR AR L A A 51 AL
HLGT T HLT JZ I ASE RS W ARE (Ul HLGT S5 7 5 (A G5 5 )
T HLT &M SR, % HLGT MR &S mZSh i) HLT FFsE X MEmR G

It SOC P HIAMEMGEIRTIAE HLGT JMARE A IEFIEAFEY, % HLGT TH =4 HLT:
HLT BHERIREAEARS HLT B IR R fhd A N HLT ISR E S FRAETERTELR (57 77

) .

6.21.2 F ] A4 4+

HLT AR % 4k 7 AR RIBEF IR ZH TR IARE . XFEE g N T B Gt
AIGETHE B, W PT ZAMK, R walaef ) UM S A S I F IECLANR IR, wf
VBB R TP A N ARAE (n: PT RE 7)) WakAE SOC A&k a.

ST BF AN X FE R RS, RIEEEMANEEXEH. /£ SOC EHLW
SRAZGHNGH, RiIBFHTE PT B, MAREAEIE LLT B (: PT &M LLT ¥
IFENE) -
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6.22 A FH R G KA

6.22.1 JFR4KHE

It SOC AR TE K I W Ah £ 25 QAT 7028 IR AL L Th e .

CLRI AL 732800 HLGT (W HLGT AW FEM HLGT HIZRPIESL N (1t
FIAAE) ) AE HLT ZREERRREBAT Ay (e HLT R AR EA L7 HLT A7
WHAIGNT o FERIEALRARGE AR PT AL  HLT (e HLT A72iitifs e (A~
779738) MHLT ZLEIEILRRIENL

HAth HLGT &WLhiess (dn: HLGT MZyasflt B4R HLGT ZEZ5HIFIK N
HTFM& HLT MIEDhRE S AR 4y (. HLT Z&E A # e S A F20L J HLT #27
KRG o

HLGT sE A4 G 8 K A R 0 E W ARAE i H AE B R AE B98N 81X B0 A2 10t A%
(B RAE T N HEINAT . % HLT MRIEYER (B, ZMsikI80) RO BAE.

RGN JEA G ARIE ALK HLGT Sk, M2 SR TERASEH) HLGT Kk (.
HLGT L7714 SHE BRI AAN HLGT A IHE BRI o AT T8 WIE A I ARE LR
HLGT M ESHW (1574 T HLT L ERERAE (72D H

HLGT Z5EESN (75725 TRAET — N 12280, DASCREA 8 B A RIS . Xt
HLT 86 HLT M550 HLT ZEGN (5 535) (NEFEMED UL B
FPRAE . ARAEFIFEARARAE o

6.22.2 F ] A4 1

51t SOC rhr ARG MR AR AL . AT RAMZAEARTER HLGT AR, HLGT A%
WREFE HLT FL AR KL

“CRARIET 5T SOC KB, f1E SOC 4 ALRA MW SOC LK. f=#EH]
L EPHIR S IRGE ORI Hras N 2 B ARE AR S LA DL 5 ol A (170 KK

TP LRI SE I K, MSSO Wilal 1ok LLT A Bk L 5 I 55 b Je IR AR AN S 4%
&I T PT FHAHEAELARTY . MTEILUSMIELL, MSSO MESREE HM PT T
SN BB AR, Bl PT iR &< &R NI LLT AR AT PR L 58 gl PT
AT TS5 A 7% EARTW LLT ALTTE R G L A3
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6.23 IFIR R % By K\ FBEm

6.23.1 AR

SRMRFIRALY) HLGT (n: HLGT M5 w25 A& RIEmEL 4T 7028 HLT (1. HLT
J /R I ATV S HLT A B (A5 7726)) o i 8 KA B HLGT (i
HLGT _LMPREE SR (NEFEER) ) AF HLT B9 G — 420 N5 BAR I 506 TR As
—HBH (. HLT 270K HAh HLGT #IBRAES2E (. HLGT _£AFRE M
8D, AR T BRI AR RGN 4 N ANE HLT .

HLGT & W] [F]IN S B A Mm AR (an: HLGT  FHPIRE S (WA SR SF) LK
HLGT _LAFRESNT (ETFEERD ) .

HLGT A ZEmPRE B S MR A E YA (R B0 R55 ) LARERI AL A 0 2800 HLT
(e HLT _LHPRIERERE (4579798) ) o

XPFRrE HLT JFARMRYE R AL SRR R 70 6 O (e HLT A APz, &
ITEESL T HLGT: M RIS (HLGT JEAEMFRIE W) ~ HE)LRW (HLGT 3
EIIPIRZ S5 FBH) VAR IESIR (HLGT PR A (579798) ) .

6.23.2 F A4 A1

HLGT PRI IE Sy (FH ZERTE G5 00 01X — bR i B o [/ — ANl f) HLGT +,
MMHEARIENE HLGT LR EZLZ 4 (NEFTMED) R HLT T EEZER .

HLGT _LAFRE W (ARG HRIZERINIAIR . BRI MURAE— HLGT 1, [
FERENELE HLGT _LAPREGNR (A EAFRZOF ., IS PT EAMN S A, HLT
(. PT &ZFHHE HLT FFAER (HNF725) T) o FEiRBHZE R ARAE 1] GERUE #2095 X
R HLGT . #ilin: PT MWEMTELRS HLGT ABIFRE AN HLT _FEFRE
MR (I 735D KB

YL EPAE—A HLGT v, Bl: HLGT ASBWFRE A, Bi& HLT M/ fil
£ HLGT My syt

i M TE HLGT A ZBHPIRE MR, 1 A FEAE M Em o, XM E HLGT /M
G dE (HLT AAgiED .

PT B PT FEEHZWRIE SOC HFRZZE I RMEGHNGH o 1% & RINIX AR 8
RN — PP AR TS A — P A R

FF0a s BT BlFN B IX 88 B Gk R4, RiB“TEl"F A4 XAEH . /£ SOC PR %4,

W RA fgamh, RiBEHE PT 2%, MAREANEE LLT E% (. PT PR R
LLT #FRIJGESNE) o
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6.24 FZRR KRN H SRR

6.24.1 AR IE

It SOC ' HLGT JEZR 32kl o ke 2 Jo B AE BB [N Cn - HLGT 1 KA RN 2
HLGT AZEEFFHM HLGT KHERIENED « BISMENA HLGT SHM EY 57k
2, 1% HLGT R—MRAfEHIA, &F HLGT £ KEL KA, % HLGT L& T ABT
AT HAD HLGT RYBENE. HLT JE4% 3 ZEREEm BRI 77

6.24.2 3 ] A45) A1

HH, SREEAROARER SOC R X mF Nt SOC Kk, Ik SOC LML T
HARTEHAE IR SOC KiK.
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6.25 tL & IR

6.25.1 94K

SOC #£# b5 MedDRA = Hi# SOC z—. Itk SOC EEHRM—AHKAH, LIk
SR e X R A A AR B (N B )RR R 2. SOC #F 2HBEREA FAFE N RUEE, TA R
ANRFEE Blan: PT ZuH &M PT #EZAATHERIERI SOC w, Mm% HKEHEA
W, W LLT Z9kmE PT ZEC N HISGRTE SOC #5725 SOC £ G M50 K25
2GS P

It SOC HHARIEA & FALAAI S Sk B85 . Ho&AY HLGT ¥ Z it &R 24 (-
FEER R, &E RS A D) o fF HLT 2%, X8 HLGT U —$H405 N3t
5] @Rt SRR (W HLGT /&7 8 HLT FAZECHLT SZUEFRZ, 1 HLT =
JERIFEE D

£ MedDRA 1, REFILFEERHAT NIIARIE SARESLHEIL TS ERF N PIARIE Z 8N
PT/LLT K&, JLIEBUEFRAT A PT B4, MLt IEsERM AL LLT E%, ULEW
EFRIINRAE SOC #2255 h I HLT JEFE/ A4S Can: PT ME/EFRFRIL LLT #ERZ ).
RE L ERFRZ EZIARIELE SOC £ H5 HLT AFHIEFEZEE TN PT E4LL
‘Wz FEHIRE . REZFEHEWARREAREEN— LLT BHEPZEEPT F (Wi: PT JL
BEMFFEEM LLT EALE) .

XFF MedDRA HUBHE FIME " ARG, &WikIX 5 SOC #2255/ SOC Fa#m5h IR
B R . MR RIEYS SOC #Fa25oRlt, [FX MR PT JEo%. $2 R NMIARIE (.
PT Zi#ili/i7) WRAE SOC £ hg

6.25.2 H | Fn ) 4

HLT 242 FIZ5 08 00 A & GRS S IARAE . HLT 428200 o R S T 5 T, 4%
FE . R AIAESE . PT AEINSEAE SOC F#Zrhash .,

HLGT 2572 7# 1 @0X 53 AL T8 52 T34 T TR AL .

PT X#5 HLGT Ml 2tctk. N T X FR A R BRI 2w B O], PT #0645
5 SOC #2HEeE: GRS , 1 PT 4475 SOC RAE MW (15550
B1) F1 SOC AEHAZG TR FEE, MIENXHE LEEOAEREN (. PT &
BT SOC H 6L T, M PT W 1 5NWGRAE SOC #2455
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6.26 SMRLE AR FHRIES 16T

6.26.1 JAR4KIE

I SOC & MedDRA Hh=/N#fl SOC 2z —. ‘BiVALE IBLE SR A N BHE & A EAE 596
JTARE. b SOC HHIARIESHAL SOC %A £ Hhkik.

It SOC Mtk Z N—M3CH"SOC, LALxRAZAE BT EEH . SR N RS FhERAE
SIR9T AR — R R B 77 i B S AR SR O, AR AR PN RS AR . ) e R
SIS TR F R, KRR SOC, HAREAEAARIELM HABLIF T HR AL,

It SOC WHARIESE HLGT ETZARIEM IOy, (B HLGT Ja/7r R FRICIF 1T
P (5732 Brbhe B HLGT ZiE T — e ARG T VERRAE, T HLGT A8/
HERR PG H ARG 5 N 4 HLT .

ARIE W HREFARARE, €5RFARE BRI HTIXH. £ MedDRA 1, fiiHIA
BTSRRI N T AR Bk, ZAREWCRAER SOC . ARiE“H R H]
VR HEARIE, WRAE SOC ALIRH. /o8I R - HIN I « 45 5N RIEBAT IR 2 F
A&, WHHANREARE, AN SOC LEJH]. 7~#EHIL Bk d

6.26.2 F WA 51
HLGT EZ %4255 MedDRA Hiff] SOC A4 KMl (RMGKRSG) , DEE
SR RGIRTT 2 (BB IR R IS DL A1 o X P43 S 25 T2 BT o 25 21 5 - ARG B
o HEMIRIEIIN—NEIE HLGT, B: HLGT LABRIBE 57 HEERE, RNix e
AT IR R B — A B AR L
o il FIAE B HRAE L I RS BRI 40 4 .
o L. WU, B, FiEMBERRIEIIN HLGT AN /7 1EEF. B, PT #i
FARME HLGT A FIHK 767 IR HLT 777877729k k.
[N Bt B s NAGE 953 MedDRA, FEANE R TR schin, Hod prid K o SeRiE Y
PR ) B R ST Sl O R R SO . ]
£ PT F1 LLT 2%, 4 iai&“surgery” fl“operation” ) A& 7 H. 448 ]
[N Bt B s N AGE F 953 MedDRA, FEANE R TR schi,  Hod prid K 5 SeRiE Y
PR ) B R ST Sl O R R SO . ]
“Dilation”#1“Dilatation” I FR#E 2= 7 € AR HY, —3& & [F] A, MSSO AR BIFER L3k,
XEAREAILERAE. (B2, AT MedDRA FinbAIX 5, AKiE“dilation”# )y —Fia77
e, ARG dilatation”M A —F . 18 % 7E“dilation”— 1/ J5 s Il “procedure”—id]  (:
PT A7 #FA, WIMEARIEE M. (B PT 7FE4 HKHFEEAB, BT —FT
AR, AHEA INPR E .
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W E VN —MARIFAR, It SOC SARLL A FLHT 2 FrERTE-5 78 /T BRI . HABAIE FF
IR INBLUR LA AR IC 57 H

“GIR I EBRAEARTE T RIS OB, 1 87 18 AR A - IR I ARG . A& T
FARBARVERE R TR ARIE B SN, EH il A8 o IR ARTEARYE HAR R & AT IS
HRWE (I PT AUz rs SOC #8771 H#RFARILARE - Lok, Firfi 55
THRNFARARIER SOC SFL AFHIEFFERIFS70/TRR . &R, R —DARIEDR
AEFAREAEARNE, Wl EAEFARBRIEARTE, WAARESER AN R RIE + 5107 (5 SOC
SPFIR A FIRT 2 PR (F-5 70 /7RI PT A7 7150 M ARiE + 0" (5 SOC #2871

PR FARIFRIERMRE PT RG220 FitAT BRI, MSSO T i, fERESALH,

XRARTE A LI F IR MedDRA JUE FHiscAT 7RI BT 7 AE SR A" S8 B SR 5
MG, PR EFPRICR ZHE.

— Mt MedDRA Y, ZHURIE R Ko NEATERF S I 780 LLT, Bk LLT mgié
HEELARET PT g R, ok LLT #ieE T8 T PT #HCT .
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6.27 MES5HEEFRER

6.27.1 I9R4KIR

It SOC FARIESE HLGT J= 2% 3= AR B BRI AR bkl 7y . K2 Bl s 5tk B o
ARAEAZ RN EALBEAT 7040, FRAE PO AH SOC HAHRARI: X Aoy R EAE T H A R
fE HLT B4, XARAEMRZH— Py Rik. £ HLGT simait. HE. MEENE
FIIE, HLGT feHE L iifE. HLGT M EHH (17750 VS HLGT M &1 H lAw ~
SR HLT R0 AT BORAS e e A, (EARF AL

6.27.2 FL | Fn 4 41

W, 5HMAEAIRMARIE X E GRS, 8& 41t SOC 4 & 5 E 25 EN
X SOC Bk,

MIGIRBSE R A R, HLGT st JE7. M ETHGEANERIIERM HLGT #2284 i ##
WS R R RE S DA 9% (B2, AT & 4R8N R B85 (i PT B0
M E & WARFEMERIE (W: LLT Eapfiis s PT EairiitriE#&S PT Eaipks
o PT Ezpigtt) .

MedDRA 1 [ A ARE 38 7 MM S2 56 EA IR G BB ARAE, WRAE SOC A BT,
(B4 RTE PT &M /R PT MEAC R LLT M /% R LLT A/ /A, e8I e
SOC [l & G# &5 .
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i A: B RS

A

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

C

CIOMS [ P2 22 Bl 22 41 4128 512> (Council for International Organizations of

Medical Sciences)
COSTART AR JeMiialiC FEbr#ESiY (Coding Symbols for a Thesaurus of Adverse
Reaction Terms)

EWG LR T/E4H (Expert Working Group)
EXCL By BRI, ANEIE

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

HARTS Hoechst 4 R kMW AIEZR S (Hoechst Adverse Reaction Terminology

System)
HLGT I 4iE (High Level Group Term)
HLT L& (High Level Term)
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ICD-9 CHEBREIR > K95 JUAR) (International Classification of Diseases — 9™
Revision)

ICD-9-CM  ([H B 7 b 25 JUhiIm R A2 1IERR)  (International Classification of
diseases — 9™ Revision Clinical Modification)

ICH NH 2P M AR ZL R E FR P2 (International Conference on
Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use)

IFCC [ PRl R 58656 22 22 Bk &4 (International Federation of Clinical
Chemistry and Laboratory Medicine)

IFPMA #1257 52 B FRrECA 2 (International Federation of Pharmaceutical
Manufacturers and Associations)

INCL (G

IUPAC [ brE e A 2 A S A 22 BKE 2> (International Union of Pure and Applied
Chemistry)

J

J-ART (HARNRMMNARIESE) (Japanese Adverse Reaction Terminology)

JPMA HA#125 T2 (Japan Pharmaceutical Manufacturer Association)

L

LLT fRALIE (Lowest Level Term)

LOINC MR AR PR IR T2 4R 4 5 9mbS R4t (Logical Observation, Identifiers,

Names and Codes)

M
MCA HE 2y E R (Medicines Control Agency [United Kingdom])
MEDIS HAESTEE R4 (Medical Information System [Japan])

MedDRA (25 B R 22 R E£E ) (Medical Dictionary for Regulatory Activities)
MEDDRA  (ZjFH&#E24iA#) (Medical Dictionary for Drug Regulatory Affairs)

MHLW HAEA 57548 (Ministry of Health, Labour and Welfare [Japan])
MHRA e [ 25 i AR W S FE R (Medicines and Healthcare products Regulatory

Agency[United Kingdom])MSSO 447 FISC Rk S-4127 (Maintenance and
Support Services Organization)
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P
PT 1i%kiE (Preferred Term)

S

SMQ Fr#E MedDRA 43#i#rif] (Standardised MedDRA Query)
SOC AGi28E 572 (System Organ Class)

W

WHO A BA2H2] (World Health Organization)

WHO-ART  (HFR PAHLAAR KFAIEEE) (World Health Organization Adverse
Reaction Terminology)

W7 MedDRA AIE P40 EFI B T RE48 SR 5138, 15 U5 R FRATT 9k
(http://www.meddra.org/how-to-use/support-documentation)
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