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SOC HRiFHEHELNW

SOC LHt# B Xy

SOC /Ml E- 5 E LW

SOC MR %45, W R g ey
SOC B # 45 M

SOC HFiH R4 5 M

SOC IR T HHNLES N

SOC AFNIAE #E K 2520 H R 5y
SOC B HERMIRZ TN

SOC ZFHcH]. 7= AR [H =ik
SOC 4 #4 RFLIESFN
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BEEHKZNER

SOC H e A SN
SOC &GS R 20 27 A i 5 Pl br
SOC &t #

SOC #Z#itly. F#RFAIFLE
SOC #FhFARRETHEIE

SOC #lH4

SOC /i

% 3-2. MedDRA Rig££ SOC %% —HEHErIAR BIIEFHES

3.6 I MedDRA /Mi&i# (SMQ)

bt MedDRA 73#fr &) (SMQ) & 45 A o BORTE /1A K1) MedDRA RiF
H, REAREEE L EEE (PT). SMQ SAEDBRBMAER AT REAHKN 225,
TRTEATREWS JARAE . AEAR 2. ZRENE. AR, SEOG Sk A0 A0 H At A PR AG 2 25040
%, SMQ HIRALE (LLT) 225 SMQ 1) PT MR EIARE: AL

1o

X SMQ MHEHER, IESH S A (SMQ ATHER) « ARATRCR IR At
AN A SCRE T SO

MedDRA A 1#6r 21.1 i
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EARIEERH KIS AER N

4. AARELKIPFHENL
(RFEARTERIRERAE D

AFTLALE 6. 6 WA EAAREL A AR AENMIN o BRI N R K 2 2 00 238

H, BRZFEABISMEDL . BEIRAE Rt T8 BIAMEIL, (HA AT REFERE P Bl oh
f&l. MedDRA 72— EFEARIESE, MARLDIRAG, LAHEES LM, 7E
SR IRMRSEPRERIT IS, IR AR SR A B AR EZE SR

41 BB

AAREEFITA EFEARE NP GN8N (&2 [CARFE k) (5 30 /&) ©. E=K
TS ML AR e R 2 SR o ARIE R FHEER S ARTE -G (Merriam-Webster® 215 17]
H#)

[N Bl BHaR A AGE A T3 3Chie MedDRA,  FEAANE FH T-H3Chi, HA s & B9 soR
B MRS SO AR B R SO SRR R R P OO . ]

T S HAE (3 22 [CLMEE i #) BARERR %2 30k f i WL FE— 8.
“Non” i) 5 3 B IR AR £ AT 7F, B FIRTE B AT AR 47 1ETE 22 i Jh 3%
XEEPEE i), (EHRIAE (Merriam-Webster® ZéiZ 7 4#) &1 (41: nontoxic.
nonspecific. noninvasive. nondependent. nonmedical. nonproductive.
noncompliance B¢ nondominant %5) .

[ B B s AGE A T 95 ik MedDRA,  FEAANE R T Schin, HrhETs A& g seR
TE R I B BRSO S RO B R SO . ]

WRHE (& = [R5 ), 5 “post”IARTE R LA M43 B%, (HUL & LRSI AT
FFHIARYE, fudE “post-traumatic”. “postero-lateral” Al “post-term”; LL—AMal i H
PARIER T, B45 “postabortal”’. “postpartum”. “postmature”. “postmenopausal’.
“‘postmastoid”. “postvaccinal’. “postvaccinial’. “postnasal’. “postauricular’.
“postictal”’. “postmastectomy” Fil “postnatal”.

PT KL EEZRHAEAPIT. £ LLT E%, WEE TH—REEAPIEEAPE
(In: LLT Diarrhoea A1 LLT Diarrhea) . MHEABARIEE I N BHES G =P ARIE N AR A
“GEFAT

4.2 ZEw&iE

WH, LLT U ERGEAgNSE. ELCNELGIS: 1) SBHERAELK (g 100
NFRE) 5 2) ZARERIENSTE CARP A R BT

CDC  Zoymizdhld o (L)
CNS  Hixfiiee R4t
CSF  fiiHM

MedDRA A 1#6r 21.1 i
2018 £ 9 H
000225
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EARIEERH KIS AER N

ECG LHKE

PA T 4ams 5 PR T HLT A1 HLGT ZEgk CDEERIAT LLT fFl4h) -
NEC A7k

LA 4l 15 UR T LLT 24
NOS JRE74a

G 5 1 BRI AN DLA) 5520 Bf . G X, TEARNE ICH MU XA AN [F] & U4 B 1
(abbreviation) 1 FHE4E 51 (acronyms) RIMASARIELE ., EFRUEGEIRIES B
A2 PR R 4 TE o R S IEE A RFIMAARESE., EAEE RS HEZ
DFPRERE, TR LLT BEasimizinl, ARSI, W LLT CVA FoR
Wk I = Ak, LLT LFT AR ShReAs &8 = se fa bt i

45 MedDRA H& 5 /NAME N, £HUHTE LLT 460815 (S TC4HM&E A PR & 18] (A D6 AR
D) JBAEIAT, XU LLT e s e A BB e AR s, B LLT HAV. LLT HBV Al LLT
ZHF Wi EE. {E MedDRA12.1 fixrH, MSSO 4 38F G 7 18 o 16 7 ol B Ge” R 5 1] 0 4 s AR
=

b2 TC R E MedDRA B 7 1) LLT AL ARF 5 R, Bilin: “CP&ER“EITER.
“CURRN“HITCER”

43 K5

AREEPFRZHARELNG RS KPR TRENARERE 7R, BAMELAHS
(. PT JEMASEMERD  TEYI X FEAA PRI A R 70 AN s 8 R A o

ARVEEE I SRR IR F IR NS TR AIC I S . A, AR LA t
PROEAIATAE B QAR R AR NS . AR EE, Al L i RS ARE .

4.4 PR

[T Bt B B NAGE B T3S0 MedDRA, AN E F T Scfie, e i K i SR
TE A F5 FR DS B T SO SRR ORI A R SO ]

s HTEBREAPEE (an: PT Gilbert's Z541E) -

PV RARIEE T ARG AL/, kB “accent aigu”8i“é” (. PT AHEFI4E
7w .

4.5 BEANFEARIE SN RARE

A LLT 80 PT # &R — S, AP BAMA L Ma R RIS .

ARARAE G U A LS AR TE & M A ARTE SR B4R "R (i LLT &0, AX
MAEY o XEEEEREERN LLT 5B FEMS SRR &AERE] PT XA, ]

MedDRA A 1#6r 21.1 i
2018 £ 9 H
000225
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EARIEERH KIS AER N

n, ARG LLT &l X ffes5 PT XHARKE . AN, IXEEARTE CHhric N AR
7.

4.6 HEF

[ Bt B s AGE 95 i MedDRA, FEAE R T 9 S0, HApmid & 3 seRE
Pyt MR S i B BRSO SRR O B B H SO ]

PT. HLT. HLGT # SOC JZHMARE—KAMH B RET, RPHEHRMRETE
(4n: PT Myocardial infarction [0 IBE4E], 1 dE Infarction myocardial) . (B4 N 23
BPT 27, XFEAE SOC (B , EEAMITW PT fete 7P HE —
o Bln: PT LEIFEMEAL PT FIEMRA PT iEBAM TN PT FIE1E
PEMIHRR o

4.7 MedDRA %%

5 2515 PRAGE A ISR (code)’ i ANFE], £ MedDRA 1, “Zwfid (code)” &
TR BCA RN ARIBR )\ ST, VIS HARRE. MedDRA H IR ARIEH — M
—HAER A Mg . AERIAAE A TR R X RIS A AU ERE (. EHEE -
SOC HELMIZELRSE) « TR FNENRIEE A — MM gD, X Lg% 7 BRI
FyEd, M 10000001 JF46. 44 HKAREMNR, JFFEP A — N gwis. i
MedDRA #widil# A= H THAE, EAEFEEL T, WAEGELR (. HIEP
5, WATE R E YA

4.8 MedDRA F i GiAEA KL EREER

RERE—IHH, MEEE/E MedDRA A EEEIE & # 5 8 E IMiE. MedDRA HscA X i EE(T
ERXE X, HETAREREMHEL, MSSO A JyiEEE g . LRG3 15 s (1 575 i 20
i, DRI VA2 B ke . B ADRE B RSB A A B kg b, DRIt SOC &2
RS T RNEH B, o

O M T8 — S50 R S AR O NF A I 17y IR ARIE XN T HLT A FsE K
PEO M ESFE (N F25)  (H HLGT NIEX ML MEESR, SOC NOMHE M

B .

FEE— BB AN B AN RSt SHBEFISCIIARIE IR S 5 SOC A FYIAH#E R 47 H A
TGS N o

AR HE — AR FS VT AR HRAH 2 . 5 ARG AH S O ARAE I8 3 X M. 3= SOC N R #5557, IR
SOC NIEHERSE T HAZES N

MR 3 FOBE G — A ST RS IEE MedDRA A I AR GE R 4 .
BEE—HEULBRWATR—5845, HF SOC N ERFELELN .

MedDRA A 1#6r 21.1 i
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EARIEERH KIS AER N

49 ¥UE

#B4> MedDRA LLT 8% 552 RS BRI EUE (. LLT K075 LK BB
ZZ, 1,500-1,749 7)) ; WHEIXEAE R MNHAMAEEINN, HAFES MedDRA K|
PIARE R B AR N AEBAT . IRANVEFE 5L E S BUE (. 1miEe 141

mEg/L) -

AR AAREE S I B A B, X R RS IFAN LLT AT PT (i PT 5-a-22 /7
W=D .

410 BAEREME

KEBFERINE B SIARE (an: LLT ZEH D 2 N ARIEE NN .. EFHZB
ITARER, OB LRSI MedDRA 9.1 fRH. H4 /5 MSSO MY FE“InE".
SEALT BN R IX S 1A A B AR S, A S I A X SRR e i R 1

411 “FERW\ AN HR"RE

RiEFHHAERTE”  (not otherwise specified, NOS) , fEZ5HE B HLS T HME SR
THAENE WRHE. /£ MedDRA 1, “JE548” (NHIE LLT B4, FonEA 2 BR(E
BMES (an: AR FEMHATRIDE) o WHEERDIRTREOARERRES BREEDN
RiE, ] SRAREES P HMAE TR . BRI STEAREEHIHIE—
FRAAE Can: BRI R 2SR TR . SR BUR AR E D) o RGBSR, P RCR
M EBAER ISR TE (. LLT M5 LLT L& CRAF7E) D - iR MedDRA
EHERZMIES, H MedDRA 6.1 [RITMR, ARBEANFEEZHAMEIERTE IR
. Ah, ZHIE PT BTG IERTR" RBWCKEZR LLT E%H.

FRE, “AH42”  (not elsewhere classified, NEC) /& — MrE4aI&iE, T IH4481%
SOC HHELLAANHAR A RIARE . “ARadE” UM HLT f1 HLGT &M TARIES 4.
Blan: HLT 25N (157225 A& ARRZREE PT, A PT Bpipes. PT Bt
R PT BlEADEY #E. A 27 PT ZHMAN R 5K RiEHEHFESE LLT
JEHIFERRIC N AEDAT .

4.12 SRR E

MedDRA ARAEIEHEAEVER, KOSPERI S N — DB E . (BRI EARTER
I R SCBARAN D, WL A AR G, A se sU BRI AT IE S 0 (PT M7 BN
PT X MAME) - — MBS, A~ MNAAETERRIARE (PT ZRE .

4.13 B Hn)
H

HLT 1 HLGT EHHIARERE A SHE, B NEEIE dn: HLT A&
AfED o PT A LLT RHMAREBF ABLEILI, FOVENAZREEMEHE.

MedDRA A 1#6r 21.1 i
2018 £ 9 H
000225
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EARIEERH KIS AER N

JEE RIS

FEATRERIE L N R TR E A A A 20 (e O IR B IR TIAS & 4R (Cln: 0
AE D o (BESSBEMEEMH (. EARBERMHENARE TR B2
wILEI RS, WA Ak filhn. 38 ST “heart attack (<O I KA )T AN 2 “cardiac
attack(:CE1¥195)”

“&”ﬁ]“é\"
N T EAREAPN —2, SRS ERIARE, HARMERNEA:
1. “BR"RonHRER . BRSNS

2. “HHETLIE
“SRAERUE S LU B FISAE”

FER VR A DL ALY, SO A RER" DL B

R R

RIS ERE SOC K 1. PRI 1IN (CHFRRRE A A
MR, fE3UL SOC WA ETIF Y. JHNT M R BAESGHR, st
ZARVEE % SOC fl HLGT.

SEF

S RN AR RIE SOC FAAKAK LD AASRAENAR, JIE SOC R
EITF Sk BCHUN PTG 2R A R AR, ALATIZAR R T SOC A1

HLGT. AT I T A RO OB AR iR s SR A (01 T2
ST

[~ Bt W s AUE T35 30 MedDRA,  JEANE FH T-rrSchin,  Hedh Bt Kt o SORE
W5 RSSO BAR B 38 SRR O . (1 R SO . ]

SRR BRI RE

£ MedDRA H, & “disturbance”E“%0" 1~ — =2, “disease” X 7t “disorder’f] |~ —
E%% . “Disorder’iiy Fi T- HLT. HLGT 1 SOC 2%, AT &M MAE

(4n: HLGT MHEZEZR) - M disease”—1dl e R AH ML & e Wi 5 ik, A

7 HLT B, A 2—melsME . Bltn: HLT fe 2 il it 4 ir 4
IR IAX —RIEHONTE W7, A SRR TE.

“disturbance” 5“disorder”[F] 3, {XIRTEAZATE HF—HBES e & AERRI. W PT/LLT
ERAFEARIE disorder”, WA F- RN “disturbance” ¥4

MedDRA A 1#6r 21.1 i
2018 £ 9 H
000225
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PT #1 LLT &30

5. PT Ml LLT #r4a#im
51 FIEEHE

WK J— NSO A SRR (e Fom LRI A 4 2 “ethanol 1T Jk“ethyl-
alcohol”) . i FLHE M 1L 22755 - OH TR B 3 KA R—OH (I LLT 17 - #24¢
TR

W& : WIS —FANEIFERERNE, FEMhX N3] SOC A#F AR EFHFE. FEiRIk
FHATIEE LA A AR 953 S B N % F AR AR

# (Cervical) FIEF (Cervix) : Hiid“Cervical”ili i FH kAT, Mi“CervixX’#g 15
o M “Cervix’ IARIEFR BRI, &5 A MR 15" UME S EHEZ A X . 2958

WRMENETFEIHAMR (i PT ZH34H LA R , WIJCTE Al AR .

[ R B B a0 NAGE AT 9 Sl MedDRA,  JEA@E T b Sehi, b prss R o SeoR 15
Py RS B AR R SO SRR RO B SO . ]

“}“3k” ( Dilation) FEHK (Dilatation) : “Dilation”#1“Dilatation” MARHEE % & X Fijt
FE[F A . MSSO WiNRBITE R s, X AME A SR E. (B2, N TTE
MedDRA LX), Aif“dilation™##t Ny —FiiGy7 #:4E, AR E dilatation™#Al H—
FhRIE . 8% 7E“dilation”—iF] JG ¥ In“procedure”—i7] (Wi: PT A7 % FA) , MR
BHEMAM. H PT 7 km81545 5 A 65, AT Z IR 21" procedure” HitiRiE %
BRI FAREAE.

5% (Drainage) (FARNEITEIMERIE) LLESW (Discharge) (FEFRZGWA

B ¢ Gl RRIR A VRIS TR R T B EARLE, T I R FR R IR R A WA AR
. LRWEFI, —8EG Gl MRIERE T PR, XRE T RZ L%
WRARE: o IX B ARAEARE AR S SOG MBI R SOC (Wi PT #27E A5 BT
SOC AE#Hifl. HHERFAHLIE « Fra&a “gI HFFRMEREH M E] SOC
FHFTFARRLESFE A B DARBEATEFAREMEARE, BaEEFREBAERE, UA
ARIEEKFRIRREARTE + 5107 (5 SOC AFFRLETFHEN NI PT #1Em 5/
) FRIE + 43" (5 SOC AE#ll, HERFARHKIES NI PT #/E/GHEH
2D FEXNEFRN. SOC He MSSO T BIAKIE 7T BEEAT S Wt IX 28R RE 2 SCAG R AT
WOLIARTE . BUOT PR TE OE RS R EF AR, EFARE R - HIE
H.

BORARA: SRR AR O B AT X % Gk R, A
MedDRA 3 AE Jg A SURE . 76 SOC M Ephs. SOC AEI ALY
SOC MR IRFAANBII, SOC IFHRFL. MRARTHN T, S8 ¥ AT PT
BRI, “REeT LLT BEAE (s PT 0280 LLT OURRE .
“SENE IR 4 MO T RS AE LB, 30 TR P SR Ik P OB A ), T B A
A5 = BPUNKIL, BRI R A B AR B COR A SR R 5

W) . M H A B, MSSO dE, #t LA EEAERG S, SRR A A

MedDRA A 1#6r 21.1 i
2018 £ 9 H
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PT #1 LLT &30

AIEONIE SR . MSSO RS, XERE V21T WX i K 5 MedDRA A5+,
{H MSSO N\ N s PR 5 A A A — B e 56 FH A ok 7 22

IERARIE: B TR AEEINE (. PT FHSED , WA R RIARE R 3
SOC NERL RIS

ik AAR: AHZIER A (e SRA R TR 980 R Lanoxin®™) , HAXAE S il A
RN, AT DUB I LR PT (Bltn. PT &BMEIFIZE) BN A AN
MedDRA 1,

TR NN mARgE S (i alpha;” T3Fa”; “beta”MAER") -

RUANZIARE: EHEBRANREANGRIARE (0. 5 PT HZHEEZIE70E
FIZMaE BX ) LLT RE - AR ED .

ME (Lesion) : “ME"—AAETEITTMST (1 PT BNEREAR M PHE) , BT
EARIF M IE BT (I LLT @asmifd) , ZARERER I MedDRA. {HZN
I 2 B ARAE W2 I PR M I 5 — ARSI RAE R, 2 ARTEB AR I (i
CBFEIET) , IR PT B4R N ABE LLT B0 .

PR (Lump)  CAEBTZEITE) © 78 MedDRA , “Midv2dEm At i AR
R LR R Z I BB SOC fE A SOC .

B (mass) GAEHAME) © £ MedDRA o, “Iy 2 dEdEWrEn . Iy AR
T DAL IO ) SOC fERNE SOC o A G AN B fifh 31350 o7 11 e 4y A A
(. PT W) ¥LL SOC 2 G5 K45 2555 % Fl )k ilE N E SOC.

J#98E (Tumour/Tumor)  CGHrAEMIME) « &R HIARIE I MR . R r
PT 13 SOC R BHERIEGEAHHINE (CIFFEIRAE R , Ik SOC NEKRZ

iR OB A2 1K) SOC.  An RAE R AE i iscAT $R Wk, TUDRE HOH R 285 SRR RE A
B HLT e

SRR X T BEAFAE 2 RN S AESRAT L D SR PR BB, >R BTN A0 -
BRI AR, H PT AR E RS R ECSRAG . filin, K2 HHIR
HR T REJHAR A2 J5 RIRAF T AR S RIER . Bk, 78 PT ZRaEFAINER E i AR E
(PT FRLIRL) GetiBAE) - X TizBmxt D WA, e PT wiif IRE " e R AL e
RAGIE". HCAHCIRERDLAERGR B, AR W Se RAE IR B Zh RERGR 1) PT N 72 A1
HRIRLGE T /£ MedDRA 1, —fRAERA REIE K PT ARIE N AINA BRE 7 1)
LLT. AAESE RMEANIRAG MR A B AT e ) LA R R 00 R, A BEAS N4 BR € 1] A
LLT. AR DAL R U 32 52 mi i BLA ARTE AT BB AR CRIPRAHE" . “SE R A
IREIFHIARTE) CfE MedDRA 8.0 hitdTfig. 1T )7 AIs I B8 e AR L RE R AERE & 2R
HH AR TR,

BAARE: MedDRA FEHAKARMREREAARE (. PT AEAD BERNAAN
SOC Rt RGN HIINE (CIFHENFLE AL TRIRIESE. B B AR
ERATIRER BRI BARIK SOC N RIE. HIERIEEAHHIIHE (CITHEILRLE

MedDRA A 1#6r 21.1 i
2018 £ 9 H ”
000225



PT #1 LLT &30

AL, F SOC AR IZINA HILETALI) SOC. iy A B g 17 &1L i 5 AR TER A FE
A INE] MedDRA . O 1 R g RS I RE 2, UG P CAT BRI R R TE .
FETZ: SETRIEWCKAE SOC 2 G SN R4 Z5ab 2 F A ey, 38T RERE AR DR I AR A6
2 A SOC fE NIk SOC. #itn: PT AT SOC 241150 L% 25 ik & Fh /R
XN T PT B /LT SOC NG SR ZTaE &bz, Kk SOC
LEYRHY AR [ HT IR

ORI NEE, BR)LEEIAMFET-EARIE N N K = SOC N LEIR-HA . =3 K [H 7 HIR
o

CERITM NS W, HBERIENE SOC 7 2H LR N .

“URRAET" A N4, BT e TaRmAessE 2, el E SOC NIt RE
2 (occulation) FIFEZE (obstruction) : EHEM T, #=INME. 4. HRMSEE
W, 768 PT ZMEH A" (PT a0l » “FsE"—Bs AAEmERE, . §
FRiB s 248 (. PT A HERIRN PT SEHE .

ROz MedDRA L 5UNATHE 7RG HME, JFiRMH T H MedDRA 7
W ARIELCIRI, B2 ZHARELE MedDRA HEH AR . BAMI 51 RS AT BEME
RN 288 E A2 D AN 32 4508 5 R BT HEAT ORI, BRARAE B bt S 5 S el Ay
FIREHT“H M DI . EIXPEIL T, ZREW SOC &£470, HERTFAIFKMNENE
SOC Kbt MRHELL LM, XIELIEARIERAT 1 HHHE . PT 7T AR w 1
. PT HEE AR PT i 2d R ARSMI TR 5, ¥ SOC JFil % 2 5tk
NFE SOC KEk, 1Ml PT SO0 SOC #2640l K FARIFAHMNENE
SOC K.

Fa i) /N K5 Wl AR S & BARTE RS R AL, A2 ™ EAR R M,
PT NGH R PT A A5 i3 (AN L R I, 17 AS A2 37 A S 3 F ™
HE.

BENEEME: ol MedDRA TS, HHME B MEAERA N 5 EHERNGHERERE S T
FEEEME L BRI HE RGNS, W PT BEH1T

REWBEREHHFE: 5T MedDRA, “SREHLHE"FIBE "N FE ia, #BETs A%
WS HEHER = S B (U MR~ M. Blan: PA R ARIEH R EAUER)IE
INEIE AN T B 5 38 SORE R S AL LLT ZCEdd ol B 1 AE /Y PT & FARL
HEHTIE VE

52 —fKIEREE

BBl SOC #&K: SOC KL 2. SOC #2455 SOC AFhF AR L7 1 (FR: ik
SOC. H7ExLEE SOC FAREAAE HIAEIXLEE SOC F1, 5 MedDRA HHAth SOC
AN . WRAGEEHE RN MedDRA Zmfid B P 5Lt SR a4 R, St 2 n

MedDRA A 1#6r 21.1 i
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PT F1 LLT #r4&#N

IR MR, NAEE WP OREX LA SOC. Hilhn: & T m S Rw A K
B5E, PT #AERFIAN SOC B R ETR4 MM SOC AR SN, i PT Ml #

WA IIE SOC A6 2. (ES%H 6 H— [REAREDR] UTHEL
==

541;‘\0 )
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RABENR

6. RAREHA

L

FEA BRI SOC ML RIS KM (it s, WRsmIRD . KL A
AT RO R AR 5 AT SRR 2R T 45 5

MedDRA JZ 2% 15— AL & IR ME— AR5 S 0T 75 5O AR 1 MedDRA 49 & SCAA% S0k
Hh 3k 2

MedDRA A 1#6r 21.1 i
2018 £ 9 H 2
000225



RGHENR

6.1 I K&HHERGERK

6.1.1 384Kk

£ HLGT 24, SOC FHIARE ZEMRIHRI KL 2. £ HLT Z, RiE R ATREMNR
PR DR R B R B — 2Bl 4y Blan: HLGT M ZAFEAH NI PT $H R R A 2 — A
HLT & (Wn: HLT BRFMEF M7 o 35 BRI SRR N R H R G875 1)
HLT @SR AT R4y o 95 M MG bR 1 HLT AR 4l 2 2= br e b AT 32

Fo HLT BRI —AASCHIR BRI, Wi HLT AAEgmi gz, €5 540
JE MR 2 S OFARRE) 1 HLT —#EE HLGT A MBS .

6.1.2 HLFH 51

MBI ARTEFZ I SOC RFE. IR B NG (EIFELFLE L) TRIAREE
FKeEM A . MedDRA /1 PT 24 DL MR B2 IR 73 S (RRSEM EEIRAZ 1] 432D
(Revised European-American Lymphoma (R.E.A.L.) Classification. { T.{E# a2
%) (Working Formulation classification) Y[Rt LLT 2.

Pt S E R G R KIAERI L, SOC MR A L7 Z N SOC, {EIEAAM e R 1%
TAEERAL R LT ARTE ANEAE SR

6.1.3 M RIEE

WA B R A 25025, IR T HLGT FE4 UM PEZ ML A BEMIFILLAL, BN &
HLGT 121 F12540 HLGT il X AFRA XA HLGT. [FFE, 075 7 AR H
JR BRGSO, T EEAE HLGT JEiM 2y e fErE il 5 H L S50 Clll MR AES# AR ) R
HLGT M1 RE5R CReqlR HLT &t Dk bir) TFHE.

MedDRA A['14E# 21.1 X 23
2018 49 A
000225



RGHENR

6.2 DERERLE

6.2.1 JA4KE

It SOC Ay HLGT B ZMRIERAL 2R GO LR EREE . AR KR
AECAAOIRIBORAE ) 5 FR P BB P38 (R (DR L D I3 SRR OISR
CAS RO EAREATAE IR ) o HLT $Zm B BIRE, (EIRBIRAERR SN, 12383 W4 52 52
SRS 14 At 1) N 2K

6.2.2 FLMFN 5+

P e RAECHEAE AR AL HLGT S5 A28t o L, HLGT Lol IRZESNIX
AL AR LT 58 A BR S W] (Lo R AE I o

FEELSE R A& RIS W KO RN o« IXEERIES HLT A KMo & 57 % (4599
F8) XL (ZRTEE HLGT A5 m"S SOC Loiltas BEHAMAT L

LA (ECG) SRAVIME SOC LS EAHT: MW F SOC AAA AR HLT
BT .
WLRHWIAN SOC ALMAT HLGT LUlF#E (FEFAFRI) T HLT L0

2,

g MU G IR R O FL BRI X 8 EE SRS B, EAIE MedDRA 24
TENRSCREFI . £ SOC Loit#s AN, RiF“3Em £ PT ZH, MAEANEE
LLT 2% (i PT O 7&# L LLT DZIFEAE) -

MedDRA A 1#6r 21.1 i
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RGHENR

6.3 BFSERIEF BRI SRR

6.3.1 94K

It SOC HHARELE HLGT ZE4 EEMEMEHIAL I HLGT EH R 7RIl se 4
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),

HAth HLGT W GRIGVFEER BRI TIRIEIND 436 T AN IR B 1k R 4t
Witreiie s (. HLGT K. IR YT Wi )5 fit 2r. HLGT JEME 7 Hr76
I HLGT #FZHZRIITZH 77 HLGT At (272, HLGT i flas B R %
A=A HLGT W HARSA T 50A AR B AR
- HLGT Mfiar (47328 sie TBEHEMTHEE TR ARG R E KA
(e HLT ZHB (45727980 L FIT-1f 52 1 9o BT 0 sl 14 196 P il
K&, W HLT Z A0l pris s & 50 &L AN 42U K
JUVRR Bt (] TR
- HLGT 2. sl RGHARF IR (15725 BARMIR LR S5
FIEIARTE LASRAR B B AL (O SE R0 AR 2L AR DL B A
- HLGT £ Lttt (4577028 BiElE AR —MRGHINE RH R
R AT (i AR AR E) DL R AR U A5

HLGT Jfa /LA /L2t arse T I in ) LACHT B U AR . B2, 4
GUR A& IRIE HLT,

HLT L3RI 5 #0685 HLGT iy 5 R K8 Rk, BRI
W& S H (s RIRAVAED DURCRILRIRAE (i ATZ Mk 25 5 o AT 2
)
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RGEBRENR
It SOC ) HLT @% & Wi CAERAARE TR0 dH:

o Ik HILT 44 TiEWifeF (. HLT OIgs28ri2/7 « w48 (. HLT #
G G G 2D BURERERAE (. HLT JLA B BRI 272 2105 B 24
2 o BRETE, FRSWER HLT 855 EAE (. HLT REE652 001
ERSE PT MM EEE .

o Ut HLT i FMHIEAI e SRR BT . (. HLT A 5L AR % I i G5
HLT B &5% 1% (AEFFHEY) ) o fEiXFEN T, 2. 58S
SRR RE LS AE—A HLT Wb (s HLT KRG ZIEEMT (PHF 4 )

o Hifth HLT &4 THIOMESERGE (n. HLT B840 7. HLT KR 0
BIETFAHr (NF525) « HLT MR 2 e HLT EFEZERMIES .

® LNjE SOC A25/7 2 s HoAth ELAKKRE :

- FEFRBAYARE — FE 506 B R E ARG I B BV EAE HLGT FER 4 Rt il s &
2B (NEFMT) FH HLT AR E RIS 5 i #EA R 5 2
- BEMEE-—BIWEEKRTEEE HLGT A4 MEZZ T (AIFHHZE) TN
HLT E/GE . BRI 2 F
- BEBERE—PT iR HLGT EGEEE TN HLT G5 e
LRI
- WBES I E SR AR SUR B AR R S E HLGT Mw 28k 2 (7%
M) HLT HHERI G ARG 2 HLT BEERI R PR 2
- OHRRITRER—PT ZHIIFEFE HLT SRR 0 (59025 v,
- RE-IREREES HLGT KW, WMIRERERIRE 2P HLT A7 5155
A HLT 2 FR A (7 535D KBk
I SOC i PT KRN IUPAC. LOINC®FI IFCC i [AARIE . {H1EHELE
T, IXEEFREARIE L FIARER B IR E S LEE R AL R 21XFE, MedDRA
g (R ARAEFS T N 2 br TAE T RHE I . RSB, Eiki@miE S mA 2 Em
(IF AR ARAE LLBEGRIRYE (. PT JZ B EE ML 75 A 1T AN ITUPAC ARAE“K H 5 Sk
m” « #AERPIEHAFHEI, MAZ IUPAC A f L2 2 F5

6.13.2 H ) Fn 4l 41

MedDRA A& H i PR w2 18] “F "2 F8 M IE IR S B E . MBI IE R . MK R & PLE MR A
B e AR . e & B T 2508 N BRI 45 5 . MedDRA A& RIEAE LLT E2K
A5 FH PR S8 3] (i Ay X e g A =R LLT 2950l 55 A BR S B A T s i PT
KBk

Ah, SOC 2547 20 i) B 5 18] “I/ B AR AN “ v/ i " i A A ) S
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MedDRA H (" A1 B AR VR 8 5 MO SE 36 AL IS B ARE, IRTE SOC ALk &
o HLLTE A

® LT Mm/%EEM LLT Mum/ES PT Eui/ke PT T4 /EF<E:; X PT WskfE
SOC /[l -5 =5

o MREFUCEMEEZ" M PT 5 SOC R B IEGA W HINIE (CLI5HELFLE F
M) RBE (. PT LELZIEWED .

® PT ZMAMPT ZE@HZET SOC IWIRFEL MRAKGHIHN. XK NIXEARTE
W R — T AR B T AN & —Fe A B

® LLT &EAdWAE SOC £ G 1N REGZ5ai L& Fr b o BARMRIRZIE , IR
R ILAE SOC A&zt (R EWHfFEA—MNUESHD , Eefi KLMHE
RRRESE (PT K40 o Wik, X —ARIEWRAE SOC £ LS L55 2555075 Fh
SR

MedDRA AiAE H FIRR & 18] “ 7 5" R am — FsA 18 B i g5 e (A1 FHE &) 1
RE. 78 SOC A&7 2 HARIR 2w, T 5050 = AL 56 1 PR 2 17 N  IE ", “fE7E" 5k
BT Can: PT Kl B 5 T e A A IR 2w A "SR (e PT Z2246 042
M BT )l G A (A B S 1A RE K B4R RS (. LLT APTT #ZK) T 2%k
S IIAS 2 BRSO TR B YR EMR TR KSR (s PT 2K -FICF8/7 42 -
RKIMPREIAIAIE (0. PT MR PT K pH) FT-487 5 — ot i 7 B 1 92 bk
Ho DB Ik IRE (. PT mAEEEmEN PT EHMAE) 165 H 1R
#”SOC 1, 1Mk SOC A&k &,

SRR A LR B AT, M ERIR LSRR PT (. PT R
15 SOC AH#rart, WErtALINERAMEA CIRERR .

H MedDRA 7.0 ki, MSSO il SOC A2 Zs ARG 1) A el As . 4“5 {
B TR BRI, NEEHEBRIANMBEAR. S5, WRFEARRREEEZE S, N
R IPIARE R BFEREARRT . WA AR ARENERN PT IR, AR FEAZER
P FH N ARE SR 2R LLT FE5HARE R, Blan: LLT mpy s #7774 amS PT M
F B R

ST ARSI =AM FE T (e ST, DEARIERS B b AR AL B AR RE AR A,

FEJRR AR TSRS, HRE ARG G A HER i+ B, flan: W HLGT 4
MER e (AR W HLGT FFHYIAE IR AL R 2 (N E75BERA) R
Wl 6L & 72 HLGT Mfver (1772 To WREHAGHREERE I ITAE HLGT &4
HMRG I (EIFMHEHZE) T o I HLGT IR ZZ R 25 (el TR
Sk EIHIAN HLGT 704, FIFALL TR 2 b

HE, R B MR LLT BSR4, XPcE 7 AmmE—eshE PT 2901
BRI E MR (. PT a2 IR ) .
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A EFRARE Y MR A R Il (e PT 7/ , @EIHE PT R4 MM
WSS AR S HIE LLT 249, JFEMNMR B ARIERE: (Fli: LLT Z0 @& Es
PT Z 0 Fil 55K

6.13.3 RiIEMEIST (2003 EH—/F“TH /N [Blue Ribbon Panel] f#l5E)

CHRT, BEMERI R AE LLT SRR A, JLE AR S
AT DNA KefE. 7 PT 2%, RROMRART, BAFENIEIRE LA RFRER. i
B BCEIRESUS, SRERE N G MGIHEN M I LLT F4, M PTH
% + WOESCRIUER AT RIE T

ANEWADRMLE R DNA KB LLT E%, HWAEH PT & (0. LLT EA7H#
MIFEF B RIMES PT M &4 LA B RIS

S FAE RSN R 72 ARAE, RGP TAE . B WA R R SR . WEm. R
W AEFEARARE A PT 2. HAMFEARIERE LLT EREI. Hlw: LLT &4
S PT EE7RM PR,

AEY) DNA 5 Candig DNA 36, i DNA RIFHYE. HEE DNA RIGFHME) @
WA PT BRAABLHE K. BRI RIS PT T8 LLT, W PT @k
FMTHE LLT 2 DNA 20t PT EERMETERE LLT Z& DNA Flisiit. A
MR RIRELE LLT 25 . Bilin: LLT ~/CHE L DNA #3571 PT G4 k50
PSR B o

XTWER. B R RER. BERSEREICR T, 1 PT ERAX AR, K
FECAEIRIR A AR . FEARRAESE LLT BRI IR IR E L E

XTSRRI A, BT Z 0 RA YK
T RREEZGY), £ PT REARXAREASER, BRAFENIFEIRK 24 A R #RE.
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6.14 R R EFFREIN

6.14.1 FXHK3E

It SOC HARIERE HLGT BT =mmEE . £y E& HLT B
R G R BARY) T ST 0 HLGT (ll: HLGT 22 Jgmsng(Cit 2 #. HLGT sEA/CHl 7
IV HLGT [ 25

2K HLGT H4E TR 5 — s JE s/l R W AE R (. HLGT &K —#ett
B RIEREN HLGT 24 F KSR -

F =K HLGT i 1 5 BB M ARG (. HLGT -7 2L
M HLGT RIS AE-FHZE D o

6.14.2 F ) A4 4

T VR 22 S TR AT S5 (908 DR RIS I 2 22 7 TR, BT AR 2 BOX SO AE R AN HLGT 7C#/25
SR (A 3E) N HLT EF#/CHFE (A28 . NiZiER, AWK HLGT 5
VEIRIGAI . HLGT # a7 Cli e (EiimRm) M HLGT A PR b AR
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6.15 FFILA BB R &S HRBTR

6.15.1 7R3

SOC A FtHIAH#E R 25 RGN HLGT ERARIEAH LKA (n: & WIS 404
g0 BoRt (. SRR ENEIE) 22K, HLGT JIAHBERIZZAALR TN (15774
) e—MERSHE. M HLGT ZF, HLT EHUIAE BERIZZ ARG (1575
28 ek TIRA AN SOC HAh AL HIARTE .

PAREAAAET A HLGT o, H=Mfh: HLT AL (SHIEXTL) 5
HLGT Gl (AR IR A Yr) RKIk: HLT AFECRIEX T A4S HLGT
KPFSAREE: T HLT DIABRFIA AN S HLGT JIAZE R IR B T IX=A
HLT #4F, it SOC W HAREGANIEH HLGT JAH BRI RGN (15575098
N HLT IR A BRI R ERFIAAE (5775

HLGT A FUIAE i FIZE A0 M08 B HLT K RvE . B, VERUA W]l 42

AIEAT 732K

6.15.2 F ) A4 4+

HLGT AA475 SOC AXHily, H#HRTFAI KRN HLGT FHLXEH i HE
PR, FESAME. LT AR RN ARIEY SOC ARHl, HHERFRN L
JEENE SOC X, filln: KEMEHIETIMG, H5 SOC AHHilh, HBERFAINL
JEENE SOC XM, (BREMERE R BTG SOC ARMIA B 244225
FHENE SOC k.

HLT AFHCALIN (FRA) tide TIERAE S Holt FLA B P RGE 8 1 5 KTy —
ISR E.
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6.16 R, Ttk A% F A BE i) f s
(BRFERME R

6.16.1 9Kk

I SOC HZfAEFIRRAL IS, SR JEHRHE R A s i B B AT 4l 4y« PT 2 S %
5% [H H SO AW 7T — 4 F14% PDQ (Physicians Data Query) Terminology Guide, {H3F
AT < bk R SRR b, X — 45U R 0 70 28 ey [ B itk E R B 78 /N AL %€ [NL 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. ( (BXZEMEIE»51E1T: Eir
ARERIHE T /NHRIL) ) Blood 1994, 84: 1361-1392], #4/0 PDQ ARiEfE. HefL4: ik
B RIFAN LLT.
MedDRA # PT JZ42%LLE itk BRI 43951895 Revised European-American Lymphoma
(R.E.A.L.) Classification ( {BKSE# VR 53 FEITY O 5 Working Formulation classification
C (LIEAE) ) AURT LLT E4.

PSR RIAL SOC fENTE SOC KMk, IR SOC RIE, HIELIEEAH TN
K CEIFRLFLE AL AF R SOC KiK. I KA AREL R &M NE SOC &
B, JHRRBERA. SOC fE Mk SOC K.

HAl, 7E MedDRA JZZLEM FHLfFHIFAL 20 HLGT R PT Ml LLT 24, idiE
S A RIE R SCRE A, B DGRBS X, AR AE EIR R bR T AT B
SRIARESS, BG4 ZMMATLENT T A KRR LS A R BAE B PT (e PT 7
D

FLEMIE HLGT X7 BBt iis . X2 MedDRA AR E ) X 43 14 70 FR) 1R 0L

CUR AL W S R AL IR DA TE e R IR E (. PT 2R A RS S 2 5
PRI A AL () — b JEUSCR B R ) o R B (1 R 4 5 LUIRIE e A2 IR e (e PT
JHFEFE B S ARSI KA IR A B2 _E TR R MV E kL) o

6.16.2 F ) A4 41

ARERARMRPERTAE . (B AT BE 5 IR MW AEA R IRTE (n: PT JfEziess) £ HLT gt
RAEFLSHET o

PR A% A IR R AL 2038, DN IX S iR JE T ANE

BAT 1R W AL BV R R BN IR 208, X i W ER AL, Ak, PT
IEEZFHS HLT L EFR (NEFFRAE) Rk, ARETE RO 5R SR R B
i, ZUSATREFE SOC AR BB AME/B B X FE IR i 46 205
AFBIE BE BRARE, Hinr SHBEk.

HLGT Jri K2 a0 & BAR IR I A SE M SHE IR AR . HLT ST 77 A RS AV
L HLT @iftg s et (45770980 hrHELe ((HAERED FRIIRIMEALN PT FiiB Ak
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NE SOC KMk, Ik SOC RIE. BILRIEHTAWNINRE (CITEILFLE AL AR
SOC K.

HLGT AE# R0 5 LRI AR DL AL AR FIBUR TR I ARG . 3 S B ARER AL

MIAREIE R K SOC R, BIERIEE I (CIFHAALE AL FENE SOC XK
Bk, HRRIIAL SOC fE Rk SOC Kk,

“FERYEARE (. PT #2074 /£ MedDRA 11 PT 24, SHMIER IV 1"
¥ PT ANFle SXFREGE UONHEARE IR AR BOK 2R, IFARLSIV 7RG, DR eeks
BRI RIE 5V ARIE A ORI A B IER I .

MedDRA 7 i " MR AR I8 MO SR 96 AL I e B RAREIRAE SOC AL 2 T -
HERR MBI MR PT BI5h, % PT ¥ SOC R, IR HHINE (HiF
FLFLE R ENE SOC Kk (. PT ML/ZLE/EAIERED

MedDRA HILH AR E BRARE (Wi: PT AEAD MBI BIRMER. HiEZHER
ARG IRE BRI BN SOC R EMERIEEA YRR (7T FLE A

A VBN SOC KHEK, MAHMRIIALN) SOC fEHNF SOC Klk. £ SOC R/I#. #
HER A I (EIFERAEANRD H, BRARIESFRRRYE, A SEAERA

B HLT SCHk. i BRE 1 B ) B RTINS MedDRA Hro HH &, &UGT
SRR A B R A5 A2 S ) e
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6.17 JBRMERGHTR

6.17.1 FXHKE

MAZIRTE HLGT 2R =M B2 7 T35 RIEAr 4l 5 R 2H DA K g 2R A= 2
Ho ESERIEMHZAL > ZRPIRY HLGT AN HLGT B A4 iRl K HLGT
IFEZ SN (ANEFENED « IR0 HLGT . HLGT SEXMER FEEIHE F
T HLGT AR Z G5 e KA. TRIBIRFR A BR800 HLGT fn: HLGT #hg
BB R HLGT S8 25 255 0

£ MedDRA A1, A% 5559 FH 5 AR AR A IR I8 5 G HE7E 1A 75 AP LL B 1Y) HLGT . {HAT
Rt 5 R FGIR A AR E RHMATEAREIR AN HLGT #4250 (AF425) d, filln.
HLT A#Z 5 /4T

6.17.2 A4 41

HLT A5 (5428 AFEE HLGT /& um (AEiEmE) T, AR
HLGT RAMZEZESM o HLT BEAALFAN HLGT MLESELR (77 735) T

SEA KB HLGT, NE HLGT #MEELW (A H#E) K.

HLT E/EMHENIASMS HLGT JEXIER FAERMAE RGN MR, TiAZS HLGT #4&
WA ZETARIR o

HLT Edays HLGT #ZELEHN (1 577058) KiK.
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6.18 IR FERHA K BEF= PRI

6.18.1 JFKMKHE

It SOC Hiy AR H, U, Ba)LAGE A LSRR, JFHRYE I YR 8]
AR n: w2 PR XKW HLGT 747k~ R M KA K
HLGT /77 &/ #hh. HABNARIE MR AALE HLGT J290r38 (. HLGT fF#f. #
R EIERE (NG D .« EH X PG LA B HLGT 7228 (W1: HLGT
PG L IR AR HLGT Z24TLFIRH KA

6.18.2 H | Fn 4l 41
It SOC A& AR 1L & I g IR Al v RS R, B IR 3T AREEAS B AR E
(e PT XWEHEAS PT B854 o XWAS PT AN HLGT 4R, 5/ R
PRI R
A BHAFIRG LT RRERIRG LB S E VAN HLGT A F8 /LI &5 R W HLT faf7 /st
FESF
HLGT 374 /LR BRI A ARTE S A 1 —AS BAR LR A 5 . Hoth ) LBHRREARE
A3 BUAE IR E AR TE
BB LA AE L) BB R BB S Z I Ar SOC fEAE SOC kBk, Ll SOC 1k
NIk SOC K. ¥ KR )L 2GS A B RS (dn: &) % SOC 2574417
11 FZE R FARIFRINENT. SOC KBk, 3K SOC Z74H. 7=#FH R [~ I HNE ik
SOC FHk.
BRI ARABE AE R LA LS

o PRI RIS NI ARTE, NS SOC #4RH]. =HFHIR [t

o

o JFrH NI NS SOC A F AL L T #H Rk,

o NLWFIHIAENR HLT AL/ =5 Fr i F Rk (£ SOC #2673,
HRFARIFLNE TG HLGT /PR FGH LA (577058 H)

o “EIRVFEFRIRI I RIENG HLT Ja = KRR MR I KAE R E R (FE
SOC Z74icH]. 7=#RHI A Rk HLGT Ji/ =KL F) -

YT EEGR. . WA EARETE R G ) LBGET A ) LIRS AR SR O ARERY, P AT R
FHEIEAR SOC ET HLT thirikn) PT CHIFEER AR T d /=08 S 501
HLT 224757 71 &2 Ha /L 50 HLT Fra L AR IE (079950 ) LLRGERL SOC A 2674
. FERFARIFLNE BIN5 HLGT £25, HLFZ A HARE) H&Fh Bl 2.
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“SRIAREF 5T SOC KUK, fIE SOC M AGLKAMSMM SOC AIH]. /=47
AR RTINS AR S SO AR B IS N ) 2 AR TE AR ELAA 1 DL 5 B0l & K70 JOR K
KRBT RIENR SOC £ G SN LR L Zoeb i & i L SOC Kk, Jif JLAT™
ASET-RARIER: SOC 4L4eH]. /= #FHILR F ARk ofF o8 SOC Kk, BUONHbATHAL N
R N o

B3, PT #L/IETHs SOC £ G 1TEHM KL Z5mb i A pAF NTE SOC Kk, JFks
SOC ZrdicH]. 7= H#EHI R Bk Nk SOC KiK.
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6.19 7= 5 o) &R

6.19.1 7KK

MedDRA ' BIZE 5 2kt T W /N MedDRA JEHIFEH 2 (2014 4 4 FD
Hl: [ MedDRA iM% 27 4~ SOC AN k™ dni AR IR R/AR B E M S . E
MR PAERMEY, KEMSREL, FOVEANTTRSEMEE N LE. et
MedDRA % 19.0 WRIN 1% SOC /7 /i d, FFN TR MR SWEE. £
PR ARG PN A DLBRE P RTE . /£ MedDRA FEA N bty 5 AR TE
A H AR B U ARTE A SRR SR i o B S AR ORI AN R F . mTRATHL, 77
A EARTE, B S HIE M A AR, wT LU B TR R R s e R B
FIFHUR R P9 R8s e, DR R I 2 1) el g 22 4 o 3

SOC /= & MA HLGT: HLGT L& /&M HLGT /=i &, H. 24, 4
FERING A G . HLGT EE& E@ZSER A )\ T HLT (HLT #EE /- HHL &
B HLT HEHTHE. HLT HENFZ S HLT L& 75 H &8, . HLT ZE& /1
B (P HFHE)  HLT EEMEF (57525 « HLT LEEEST7HE (4577495
HLT &Y MG Z G a % SOC G 1SN R 45 2555 (0 51 I P

HLGT /=i, H#h7, 24, 4r=fiiiE 2 40 @& HA =W E HLT, EfI28 MM
SOC 2GS REGZF0 T PR A, XA HLT J&: HLT FZdg i) 2573570
ZE. HLT /2 95 Fpnas i@ HLT 22 195 F e 56 1@ HLT 720 195 FH 2 1]
B HLT o 5 &8 (5 425) o Ah, % HLGT B & )\ Egmimng)
MedDRA 25 19.0 ki HLT, LUREEE ZAEE = Ao i DLR A N A 24 1 1)
. HLT BE. &N Ew77d3 HLT 2778t i 45 5@, HLT 7718 CF 59 7
FE)  HLT /=38 S FH 8 HLT /2R, HLT #E& 4. HLT 24348
BIRIREAE I J HLT 7 AL AT i T 1

6.19.2 F A4 4k

b SOC M 57~ sAHKR A, A2 5IsREEE MRS, ik, REBHAREN
B OCHE, TGRS HANY & B E R RHR"SOC #1722 HCHE. (A2, R IEHRREE K
(R 7 S ATE A AL 2 B e, DMREE 5 B 2Rk, Blln: PT BCR I IR A4
1675 SOC AR ZREHWENFE SOC KBk, ¥ SOC /~i /i&HEAE] SOC XK

.

AR RV O, MR J81M, MedDRA CL4& K X i 4
2 A P B BAT R 2 W I R AH SR I, 75 6 P AT SRR S, LIS I AL 2 5 4 2R 7Y

ARifo UL, XF3CEE. R SE . BAEN A Sl FERA N e B 5 E O 2 e

(KD mfLAGISE . FE— O R, BRIT s FAF RIS AE % PT 4580, iS5 28 B

R e RAUAT S AR IR T I AE LLT 2R
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HLT /=300 & 72 805 AR o 22 7= 1 R b EAT i 25 Fe s == ke 1), iAze ik
%

HLT /da 28 8 il 7 1 @0a AR i AL 7= T . 2880 . UK RSP A7 ). AH S, 1
MBS N G RERE RV 3 S5 e 28 P 3G A 7 b i A el AR O F 2458k, 1t SOC
KLl AR FARIFLET AN 2R ARIE R

HLT 5 2T af S S 24 e AR AN, B R e g gt po gk b, &b
J7 B A s U I
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6.20 KRR

6.20.1 JFRKHE

Xo B N FhpE HEAT VA S 1) 32 SR U A2 SE RS A 2% 2 (American Psychiatric Association)
RAG (R G i 5451 T 704k ) (DSM-5)©. Hi4ls DSM-5 H#EF5 (1K) 3877 RAE
HLGT ZEZX A ISERIAT 3 4H. DSM-5 il iy 44 (105995 B 1 38 H 35 DI AH OC IR0
—[FRAEA R HLT . HLGT Y SHIBEH K MARIERGEIRTE HLT E%&rH. i

Wi: HLGT #EF OB 2RI FL4E— DSM-5 I3 A 7185w HLT, VAR FELEAT
JERHTIEZZ A/ HLT, 1% HLT B3EARFS DSM-5 2Rt AR SR .

%FF MedDRA %5 19.0 i, HLGT LA/ ALR RIS o8 HLGT 4K ATEIL
RAFEERZ, RRE, HLT OB AR HLT AFrE L fErgf HLT MEaLHEAX LR &
WIKTE DSM-5 FRRVEASTE, RlWi B4 HLT SNAAIEREERE. HLT & FhE 7 5 5
HLT M40 R i 2757 7

EHT 21 DSM-5 43R HRNMERERIA NGB HLGT LBFZ /G L (A5 7725 VLK
HLGT ##H R IT A IEIR (55935

FET R RGN IARIEWY SOC AEpmiZE Z4 4 mENE SOC RBE, ¥ SOC
FEPIZSVENE] SOC Bk, Bltn: PT SRR GR SOC &L 2 45 E
NF¥ SOC KEL, IF¥ SOC #rp2EE NE] SOC Bk,

BT SOC #pse RYES (. PT AZE4%A) H4E MedDRA #% SOC
BT R PESHEPEGEPESE N T SOC KBE., XEERIER SOC F#7 /0% 280) N R Bl
iE I SR RGiAE NIk SOC KBk,

HLGT A 5 AL AL A5 1A 55 R 5 BT A T HLT . HLT A A2 Er a3 SR
SEEMRMBENS (. PT Z# M. PT 2EUN PT BUHE) .

SR AR ERGG Can: LLT 27 PT 268/ R LLT B 20500 . PT
WP A5 HE SOC FEpi 8 HLT ARy (61 1R NG PERERE T o

4 DSM-5, I IE SRS (R ARG DD AR . Rk, “ B —a)id o A H BAE
MedDRA ) LLT E%.

%tF MedDRA Hdd s FPRiE, £¥iEIX 2 SOC #E2#H 158 SOC F#m st
RIBHETRE . WMH"RIES SOC #ZH%ZEE, RN MK PT LK. R ANFIRIE
(. PT ZiHilii 2D Wok{E SOC #£#t5 .,

6.20.2 A 4b

PA TR A FH 56 E RS s 2 WAL L B R in 2 A& 7E DSM-5 R RH . Hi2g, XiR
5B HARRZ W HEA DS, TILA RIC R TP E IR 2 — L FRAS BB —— X M,
e, BT ERE A —A HLT IR
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6.21 B RIBIR REHR

6.21.1 7R

It SOC kR4 HLGT MARIEMEH AT /02K (an: HLGT R B S5y
(INEFZELD) M HLGT #REG D o« Edk—F40 0 HLT 2% T, ARHLUR
FRVAZEI) PT  (hn: HLT BOHRFIA R HLT MR AR, HAAN HLT A/t
RGN (7777950 2 2K HLT .

HLGT MRAESHESNG (4777078 BEEARYAEEARUIEA ARG, £k HLGT
F, B HLT G0 5 RIE . IEAERTIAE AR A S . A SRAR W 10, DUEAR . A A
FIEAL HLGT N HLT JRZUSCRMERSE RIERERE (W: HLGT BHAMFE
CFEERD) T HLT Z 7 BRI K HLGT #R E AT HLT F e X M fiR
BN o

It SOC I AIEMEIRIAAE HLGT A RE A IEAEAT, 1% HLGT FH =4
HLT: HLT BpEAREIEIR HLT SRR Z ZfE R S HLT AR E 5 P R IA
(A F79+5E)

6.21.2 F ) A4 4+

HLT AR 7 Gl st T ARBE AR ZHC TR ARG . XA E RN TR
BB TS, W PT 27K, 2578 TR J LA B NEAS 5 52 B HECAAMPR IR,
HiaE B R AN ARE (s PT KREE 24D WAE SOC ALk 2.
X0 BF AR B SR RS, KRGl AL, £ SOC LR
IRAZZSHH, KRB TE PT ER, MAEALTE LLT EHR (W: PT &M LLT
BEIIGENE) -
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RGHENR

6.22 AFH R R K ILIREIA

6.22.1 JXHKIE

It SOC HARIE R P Fh 327 AT 028 R L Thag .

DU ERAL 281 HLGT (Wn: HLGT AMRSESWF HLGT BERHES Ny (A E75mE
FAAE) ) AE HLT B E BRI Ty (. HLT A MEALEMEA MR HLT
BTG A IGNR) o FEEEBALARMER IR AT HLT Ctn: HLT FisRyEIR. EAERT
TR (P FAE) FHLT ARG &

HAth HLGT JeBRIyBeRS (Wi: HLGT MLjgeflit: BHwFRU S HLGT 48/ N
HNR& HLT RIEDhRE R AR > (e HLT Z0&E R i X as HibgE el e HLT #57
KRG o

HLGT &AM AHE R AR & WIARVE S IA Hh AL I BIAECE A0, AR I e st i
FERERAETENEIN . % HLT RAEVER] (M. LIEECRIEID R IAIE.

TGN FAEAS GARTE I EBAL VAR HLGT B, 17 /2 SARIETERA2RA HLGT 8Bk

(In: HLGT LGB I AN HLGT H A AR AT « A FeWITE R
WARTETE HLGT ZHHESW (175925 NH HLT 4L ERBERFALAE (55595 Hh.
HLGT &S (477738 34T —AT 2285, DA A R HEAN R ARE, X
Yo HLT B35 HLT #7505 HLT EHEEGR (F77235)  (NE5MED LA .
RGN INE « ARIERVER ARG

6.22.2 3 ) F45) 41

5t SOC ILMMEMHIFRA% . o R AEAEN HLGT AR, HLGT ZM
LAV HLT LIRS

“SRIER 5%+ SOC Kk, BiE SOC A A RAMSNM SOC LEI-H]. /=3F
R RS 8RR B NN (14 2 B AR TEAR Y B ARG 0L 5 i 5 19 0 285K

TP SIS E A, MSSO Mlle) T4 LLT A /ZHEL L% A 5% b IR AR AN B
W& T PT SHHEMLLEART . WTEIMLSNIEAL, MSSO MESRAEE 1) PT K
SN BB AR, En PT arsliix &1~ R NI LLT &AL 15K LR w2 PT
ALTTESZF LA R E) LLT B AL B LS
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RGHENR

6.23 MR RS B R RREIR

6.23.1 7RI

RWAEFIFRALY) HLGT (4n: HLGT M550 A8 m B3 T 40 28080 HLT (an:
HLT Mg i iEvh & HLT TR R (79250 ) o IR TE K ARFIEBALIR
HLGT (in: HLGT _LAPRESNy (EFEER) D 18 HLT Z9 53— 0 N BAR T f#
FIERAL . SRAEE— S H (. HLT Z7 M mA4m7 HAh HLGT #ZBBmFES2E (.
HLGT AZE0PRE MR, FEARYE B BARP M S A2 40 2 A E HLT

HLGT & r] [FIiS SRR (. HLGT  FAPRE SR (HAERIEERG A ) VA
HLGT LAPRIESN (AR D

HLGT A P B Bt S R B Mk (R s 2555) DL R A2 70 2810 HLT
(s HLT LA (45797580 D

RS HLT JFARMRYE M i A s B A i 7 R s 0 (. HLT Az, &
[TEAL T HLGT: #fde RV (HLGT LAMFRESA) ~ #iE )L (HLGT #
FEF AL IR Z G50 ASEGEIRIA (HLGT MPRFZZHN (755D ) o

6.23.2 F ) A4 4+

HLGT FIPIRE SN (FHHEEFIRER ) 1K —Fp s S . JRGAE— ) HLGT
B, THZEARENAE HLGT X TERLEHM (AHTEME) T HLT XU ERE BRI %
Fr.

HLGT _LAFRE G (75 WEERINANIR . ARG M E — 4> HLGT H,
PHZEARAENIEALE HLGT _LAFHLEGN (7R vhe LR PT ZEFE RN IR0 AT
HLT tf (. PT £ 743 HLT AL (AF725) ) o ik P ZE AR E 1 0] RE X
TEFORN 250 HLGT . Blan: PT MEMTEXRS HLGT FSEIFRE AR R HLT
[HERE R () KRBk,

RGP EPGAE— A HLGT W, Bl: HLGT FEmFE /R, (Bt HLT MR & TERT
£ HLGT M55 5+

G MG ITE HLGT AZEuPIRE MR, T A FH g pEm ok, XM eE HLGT M
B (HLT A Figp e .

PT %M M PT 4 &1 ZWRAE SOC R Z45, Mg RHUFGINGH . XK NI B ARE
B RN — R G AR A A& — PRS2 B

S BF. A E X e R EW K RS, RIEEHFANE"HEH . £ SOC R Z
., JRHUEGAHE, R fE PT B, MAEANETE LLT EH (an: PT R
I LLT PR IIEEANE)
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RGHENR

6.24 Rk KB TN HARER

6.24.1 7KK

It SOC A HLGT ZEZi) = ERI ik ia 2 m B A Faw K (i HLGT 1 251K AN
2 HLGT AR EZFF M HLGT RHEERIEMED o BIMENA HLGT &M E
wEFIRN, % HLGT R—ANEMmHd, &8 HLGT LKL EL KN, 1% HLGT 4
G I AE TR HAR HLGT B R BIAE. HLT JZ4% 3 ZARYE i BEXI 77

6.24.2 3 ) F45) 41

WE, SIREHRIARER SOC Wi EXAmENE SOC Kik, kK SOC LML
ARSI NIR SOC KKKk
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RGHENR

6.25 #LSIE

6.25.1 7R

SOC #t=t5EE MedDRA H =88 SOC 2z —. Itk SOC H7Eigfit—A R4, L

AR e 4 75 S P AR N SR 3R . SOC 72 M Bk A EaFE NER, A
AR Bl PT ZmA M PT AT ZEAREEM SOC H, 1 H % H KR
WA, W PT Z%m/Hm PT SEL M HlWsAE SOC g7 M SOC £ 11

R 25 D1 25 P S e

It SOC FHIAREAJE TATLMfAEF SR BEE ] . HS HLGT #oA 2t SRR A
e FEEM AR, SRR BBRA M) « £ HLT B4, X HLGT i —3H41%
NEHFE RS SR FZE (W HLGT S8y 8 HLT FAZEL. HLT 5¢/F, Al
HLT ScEemIrERS & .

£ MedDRA 1, RFEJLIFREERAT NIIARIE 5K S0 TR B E 5 1 N I ARIE Z 8]
PT/LLT X%, JBIREERMAT A PT E, ML IEsUERFIALE LLT E%, UL
W ZHINNRAE SOC #2455 ) HLT JHFE/FAE (. PT MEAKRIL LLT HER
Z) o RELLERFEMNZEENARIEE SOC 2K HLT SHIHFEZEE TR PT
ERU 2 EETRE . REZEFEZNRREARBIEN—A LLT BEMZEEPT T
(. PT J#HERFZEEM LLT ZEF/LE)

XFF MedDRA M " ARE, SBOEX > SOC #20H 55 SOC A7t 6 i
ARiEERE. “WHRIES SOC MAHZERME, FIX BRI PT K. &L ANRARE
. PT Zpum/l#) WERAE SOC 75t

6.25.2 F ) A4 4+

HLT 40 12502 0 A & 5IEKE AT S ARAE o HLT JAE2E2 00 1y N S B 7 i, 44
FEENE . ORI SS . PT ABSRAE SOC #ripaE,

HLGT A5/ 710X 53 AL 98 52 =5 FER 0 .

PT XH5 HLGT A lErd k. N T XA R BRI E i T8, PT #7
s SOC #E2Hbrel: (WML , 1 PT £#45 SOC MRAEE%m (55N
RILB) F SOC A Z G0 k. [ERE, IR NINHS KB EARERER (B
PT HZWRAE SOC HRHEHIELMR, T PT U 7ERAE SOC #2215

F)
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RGHENR

6.26 FHFREESTHE

6.26.1 JFRMKHE

It SOC /& MedDRA =AMl SOC 2 —. ‘B E AL %Al FAR K BT HRAE AR -
It SOC iR EE Il SOC B ZHIKE.

It SOC Mtk Z N—3H"SOC, LR RE LI AW . AT AR LR H#AE
RO — FdE7s By 77 wh B SE AR OG0, AEALEEAS R SRR B 1) e 45 2R SR
W FHHREE, X2 Hk SOC, HAIEMAARERMHALLIF IR,

It SOC WHIIARIESE HLGT EZEZMRIEMHIHAY 2>, (2 HLGT /8/r LR E I IF 1
P (GG Brhhe W HLGT 58 T — e AR T VERRAE, T HLGT AR5/
EERIFNE A LR EE SN HLT.

ARIEGEIEFARARE, B 5REARE BRI A . /£ MedDRA 1, fiHIAR
BN TR R I FARARE; Bk, ZAERCRTEL SOC . ARiE“H R H
TESEHEARVE, WRAE SOC 4LI-H. 7 #F AR NI o 25 FAT ARG R A TE Y2
FARGERFE, WM AREARE, VAN SOC 224K, 78K AR I

6.26.2 F ) A4 4+

HLGT ZEZHIfEH 245 MedDRA i) SOC 45l (RMEEIERS) , DEK
AR R G ATT 2 AV B UM G B L Ah . X Fhor 245 BB BT &4 5 & A RS RS
(e
o HEMIEIFIN NI HLGT, B: HLGT Laifidiasis/r 264 /F, ikt
AL IR B — A B SRR R
o il FIAE B ERAE R I RS BRIV T 40 4 .
o LA, WUBEE. BE. MEMBERIEIIAN HLGT ZHUN 57 EHF. B, PT #i%
FARMNE HLGT F R F7a/7 ) HLT K758 /7 B (FR .
[N Beit B s AGdE 95 i MedDRA,  FEAE F T A Sehi,  Hh i K 9 SeRAE
By IR SO Bk BN S0 SRR RO BSOS . ]
£ PT A1 LLT 2%, #4 iali&“surgery” fl“operation” ) A& 7 H. 448 ]
[ R BLit B st AGE 95 i MedDRA,  FEAE F T A SChi, e i K 9 SeRAE
By IR SO Bk BN SO SRR U BSOS . ]
“Dilation”#1“Dilatation” AR HE R 5 & AR, 2[R Xid. MSSO AR BIFER L AL,
B, XRAREBHILFEMHE. B2, AT MedDRA FFnLLX 5, ARiFE“dilation” h—
FIBITEAE, MiARIEdilatation™ Ly —Fi5k . il ¥ 7E “dilation”—17] 5 s Il “procedure”—1i]
(. PT B %FALR, MR EF MW E PT 7 KEH 57 EAE5, FAEM
N—FhFR, EHEH MR E .
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RGHENR

WG A —FSNEIFAR, It SOC A F AL r#FHAMRER . HAARTE T Hid s
RHII AR IG5

“GUR IR ERAEARTE RIS BORAA, 1 i8R 48 AR A - I I R E . A s T
FARBAEVERE SR AEL G S, H Al O . IS ARTE RS HARr ok & AT I
2Rk (e PT ZREEALHS SOC F2E751 HERFARIFKMRID o s, Pr
A5G HRFARARIER SOC HFHFARETHFMRE. &)a, WR—DARIER
AEFAREAEARE, WAEIEPAREEARE, WARESEEG RN RIERE + 510 (5
SOC AP FARRETTHIFRWN PT #1EE5/7%) M RiE + 73" (5 SOC #2564
Uiv HERFARIFLRARIKN) PT BIFEHEL YD FiT BB K. MSSO T fiff, XL
SO, X EARIE A LI F FEATEAR MedDRA FUE A AT, BT 7ERRACTE L
ORI FHE IS IE R, PR ARPARIGLRE B EM .

— %7 MedDRA 1, BT FEE R NEARE PSR 7 #E LLT, #lat LLT /A4
BEEIEARBAE PT [EgE 0T, LLT #REEABAE PT GIBAT.
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RGHENR

6.27 1% 5 EERER

6.27.1 7KK

It SOC T ARIESE HLGT JZ2Z% 32 TR s Bl AR Al 7y K22 B 8 5 bk B2 4 ok
TAARTE SRS AT 0 A, IR BT SOC FRAHRAAIL; XAk R T Hd s
Ro fE HLT R, SXRIEMHR2E— DMy RiG. /£ HLGT sttt Je. M &5
NG IE. HLGT FeZER MFE HLGT M EHn (4572738) VN HLGT st &1 Hi 1
Hwg N HLT JZ AL A BORAN e el A, EARF AL,

6.27.2 F U Fn 4l 4+

B, SIMeMHRRARE R ESRIEBAL B, BE U1 SOC /1 & 5 &85 w1
IR SOC KEE.

MIGIRECSE B M R, HLGT z0idtt. P, M EZFENERPIER HLGT F22E L i
FER L RRE S DA G . (B2, RUE BRI R BB iifn (i PT EHzhnd
#®) , TiadWRE AW A (. LLT Esiiiie sl PT Bz E%S PT Kzl
RS, PT EsiieE) .

MedDRA A7 [ A ARVE 38 H M N S2 56 FALIRG A 8 ARAE, ISt fE SOC A28 2
No BRI PT &M /EM PT MEML/E NW LLT /& &M LLT AT /&Wak, e 1#i
SKTE SOC M1 £S5 B 255 M
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R A BTFREEH

i A: BEF RS

A

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

C

CIOMS [ P2 22 Bl 22 4 4% 51 2> (Council for International Organizations of

Medical Sciences)
COSTART AR JeiialiC FEbr#E4iY (Coding Symbols for a Thesaurus of Adverse
Reaction Terms)

EWG LR TAE4H (Expert Working Group)
EXCL bR BRAb. ANEFE

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

HARTS Hoechst 4K &M AEZR S (Hoechst Adverse Reaction Terminology

System)
HLGT I 4iE (High Level Group Term)
HLT =i (High Level Term)
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R A BTFREEH

ICD-9
ICD-9-CM

ICH

IFCC
IFPMA

INCL
IUPAC

J-ART
JPMA

LLT
LOINC

MCA
MEDIS
MedDRA
MEDDRA
MHLW
MHRA

CHE BRpIR 2 2R gmis s JUI) (International Classification of Diseases — 9t
Revision)

I B9 23 gt 26 JURR G PRIZ IERR) (International Classification of
diseases — 9™ Revision Clinical Modification)
N FHZ5W07E M AR B R [ Br il #E 94> (International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use)

[ Bl PRAL 2 586 56 = 22 Bk &2 (International Federation of Clinical
Chemistry and Laboratory Medicine)
#2552 E BrBEE 2 (International Federation of Pharmaceutical
Manufacturers and Associations)

(DR

[ bR e AL 22 A S AL 228452 (International Union of Pure and Applied
Chemistry)

(HAANRRMAIESE) (Japanese Adverse Reaction Terminology)
H A #1124 T B4 (Japan Pharmaceutical Manufacturer Association)

f&f7i% (Lowest Level Term)
MR R PR IR 2 4 2 59w i% R4 (Logical Observation, Identifiers,
Names and Codes)

JEPEZEHE (Medicines Control Agency [United Kingdom])
HAEIT(E E &4t (Medical Information System [Japan])
(IR IEBh B 5A 81) (Medical Dictionary for Regulatory Activities)
(ZHFE B M) (Medical Dictionary for Drug Regulatory Affairs)
HABEAZ 54 (Ministry of Health, Labour and Welfare [Japan])
i [E 24 S AR B HL S (Medicines and Healthcare products Regulatory
Agency[United Kingdom])MSSO 44 fI > ik 5524047 (Maintenance and
Support Services Organization)
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R A BTFREEH

P
PT HikiE (Preferred Term)

S

sSMQ FriE MedDRA /34 i) (Standardised MedDRA Query)
soC ARG E 412 (System Organ Class)

w

WHO AR TAH S (World Health Organization)

WHO-ART (5 PAHNAAR KMNARIELE) (World Health Organization Adverse
Reaction Terminology)

W75 MedDRA AAE ) 45 08 15 7 BES 5] 122, 16 U7 Ia) AT X iy
(http://www.meddra.org/how-to-use/support-documentation)
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% B: MedDRA #E&Hid

M3 B: MedDRA HE&Hid

IR T — &% MedDRA HE& ik . HESFIR IR — M-S MedDRA ARiE
LA iR . AT, AR E Lo ME& R B T e — St
MedDRA #EAT9mI5 . KRN, MR EBREZ L Z R . MSSO HiE I %
RERCA— N LAESCRY, BT B RS S RS I 5 B A Ko

ABCDEFGHIJKLMNOPQRSTUVWXYZ

A

Jees i 9 I — MR AN Z P 2, AT R B A At
B CFERE) MR . “FE ] AFEAT TR =4, a4 M
R (D . B FAZ A RE (A B
Je g A A 2 A s CE IR . TR ER IR AN 22 R
) . £ MedDRA 1, “J” FIAE" 0 A [E) Sl o S AR g E
WIEYEREARIE T —2% (. LLT EkiES PT BIECED .

B

BE . MedDRA 15, “Zi&" M.

o ANRTEETHY, EEEREETHE
fh R R RRURSE
o RfFANEMBMBERA GEEMK. &

PR aE)
AL ALY PSR IR . IR T AN I, ik
% [EE LIRS R R ESRO) Ry
LN PR A SRR B RS BRI SO AR N A .
C
A TT AR ABOT AL T7 8B A B A MV R YT N 53 AT B A 7 % o
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% B: MedDRA #E&Hid

77 A A

RURUE T

77 AR AN 2

P A S

7 i L[]

77 7 R VR L

77 bR TR L

77 b A BRI L

P ARG

7] 7t

gl

77 it

e 15 A543

£ MedDRAHT, “7= " fa (NS &A™ o, Bl inZ54))
CRETTERAERETT 25D« BRI . a7 h W
ORfEEdh R R ANTETSE

SOC /i /) HLT =i 28 £ R 7 1 5 AL TR o A
L ZHR . MORTSERI P AR . A S IERSSA

SR BRI P 2 55 e 28 D P 32 RSP 7 ot A T e U A T 2
Hix, W1 SOC Ay, FEH#LKFAFLNEHH) HLT &7
T TEH 25 0 7 1 1 A £ R AT 1] TR L TR 25 A R AR VBRI

77 R IR R R R

77 b ANEAN G AR A I MO Se e i i, AR T
JREL T

77 i PR I R R A A
PR AN 5] B EAR DY Iy — A T I, RO

SN LTI

77 b R EL A TR dh R A R R, HT e S BURS
o

T

77 R R R LA TR 7 AR S I AN UL B 25 (R R R A,
AR FEH LR XATREZ 15 55— dhbros AL,
BRI B b br s LA 2T

77 i A BRI AL SR 7 i IR A AR R R B AR, LT RE S 3L
M5t R. ZrRERm TARAA RSN, BURE RS
SRERABAIT 7 i 42 R P 25

P AR IR A TR A B A ANL R B, T RE S K
W5t XrlRe2m T 50 MR AL, B
TRV B — P i AR R AN B TE P 2

7 i o R SR )RR AE T A G W b . AR R IR, s kA
uRL NP

X MedDRA it itz AR TFILEA 4 H I =, 8 1

FoAE F IR S S BT Bk N b AR B AU A5 Bt T 1
J7H IR« oy FUBHERE RPN 24 o FEAC SRR 1 W] 545 H 10 155
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% B: MedDRA #E&Hid

UUED)

K 25
S

E
i

I AL

BUI, 7% 8 3= i (1945 S5 R/ B2 B SR A M 5 b [X 2 ] ]
BEAT 5%

VU TR LA B BRAAL, IR T B i 20 25 H )
Ji, IEE A A, IR AR IEE LA

DU TG fh B VDTN RS B A3 A8, IR AR dh 1 I B
%o

W T 2575 3 SR HOBE IR BE 2 7 A ER Ak, D] e
AR, B AN — AN AL T LR T R TV B A
BUZGD OB AT NSRS T R

T MedDRA ({1 H ), Ml ARTEE SOV T, JFH
FEZEMNET “FIR” 8« - i PT, BRAREAMIUIRE X
MR (B, PT BEESEE) -

PR R TR RO, M T BE TR s
WM& P EURE T ABEBU N 2. Bl BEATTLEE
i B R R B, ARSI R . AR EURA
ARz R R M BLSERRE . HRARTE, BRI PT  C&Z) XA
37 i A 1R S R BB EE P T I GO HAR R SR 07 wh
i ARRARZGY)) 27 AU N SRS L -

HZ R NE". X MedDRA HIARIEET &, FRE "IN
JE RN E ] LA A

FEE 77 fh BB AR RO, 3 AL AF A2 B AL R 7y, m)
R k{5 5 i AN i 2 S 4.
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% B: MedDRA #E&Hid

K
HUNFR AL

HiFH R %
HH £
2R M

B HY)

BERE: TRAC. RREL e B IR .

XtF MedDRA, HUWERAIAL N filAe . el e 2h & b2
ffAdR (e MEBGRZGED o B RGBS R A
2yt Ui 3.

By s ARG RN SR A
—RGHEGE, WZinTEE R,

xS ESE., % MedDRA FHIARIEREBE NS, [REiA
U RMET RN R TR S

B )2 F CAB L7 dh il el = SSE A0e  o ZE At
Yo«
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% B: MedDRA #E&Hid

[0
I

sk i e S LK
Jircit

LT

RATRIKATI

H

il

U (Hy's

Law)

‘
y

£ MedDRA 7, #2 K “BE "I RIS, F£on 580K
AH I ERE IR S o “FEA R FE Y B S N AN BT 3 AR 1 —
Tl AR IR SR

MedDRA H [ " Rl A T 18 A A SE 56 S A 08 A 2R
i, JAE SOC R N. {8 T3 5 K I v A e i A
NESGRMER, BrLUK LLT fiEES SOC M S5k
PR PT s S5 BE

“Dlak STk E FEdbiE = dhAneak fyad w2 7 S (B
MedDRA 1, Wik /3 7cit e SO —Fr LIVLAINCSE 71 535 T =
M A5k RS T FEAR R AE R IE . Rk, B LK )
W,

BTN TR 25 259 GRlED (&

f£ MedDRA i, AR RAEPMA RATR” e M R
AN B ZORE IR ARE R BIN, 5 PT B 551 K%K,

£ MedDRA v, H Gy —Fh I 8 2544 .

i O R T EE AR 20V R I — TR bR . TR AR AN
TSR A T s 2 LA = AN

o BT, WNARREEABEALT) KA
PR A BF(AST) >3 1E % 8 _EFR (ULN)

o BHIEBERREF(ALP) <2f%ULN

o HZZEMEIN, 22f% ULN

THZ M 2009 £ 7 H FDA ATMda 51— (91 H i BT al
IR TEG FR SR 7, 7R AR R .
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% B: MedDRA #E&Hid

o
3

TR

bk

1=:1

il

il

INE

Al 25 A 1
HARbR L

i
om

ZIA TR, BB SPEERER. EREELT,
“SEPIE AT Y LU MR AR S . AEAC B PR R
BN 2B REIX A, R OGRS ™ BV ARTE

FICA 6 7 s ISR AT 77 30, TS B AE . SRR s dfE 2
(e HIZHR . BIEHARD .

— RGN ECE, e e R,

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

RBEEZHRI NN ZS Cinf) /i, 1 8 4 L UE BT &
AUFEBEBLL . WKRE (W1 ZESAE) Bl A L2
MR (0 BEPOEES I .

ab AV 5 45 IR A S Betflis 225 CR ) JCEE . R
F) .

HZHME". % MedDRA FHIAREBE N S, R0
JI" AT AR B A

I FEEAG, e TR BUR SV RINE . "X
MedDRA HHEAIEBE M &, FROT A", e A n e
AR AR

XFT MedDRA ¥ (AR TEIRFEA M &, Al 45 SRk
HIEF SRS IEE IR E 2 dh A P i R, PIrdEAT MRS I ) &5
AELYIRE. YRS B 7 45 S i e 1 1R R
PR R IR WSOhR HE 2 N o 33 P 78 R $ 5 o Y TR A P A S
s T2

“angina” £ 5% 3CH BEAT MR 28" 1) & SAXAT SR e A
ZERE W, FrLATE MedDRA HENIEIIAT LLT. 4
“angina” &K & SO RISk 28N, AESLEETE F o SR Rk IR R
M — MR, B, W IAREEREE RO LR
ZAEM, FrLAE MedDRA W5 PT (L& REK.
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