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ICD-9-CM (International Classification of Diseases, Ninth Revision, Clinical
Modification) ; WRAEFFHE. 1998 ££. Medicode, Inc.

COSTART (Thesaurus Fifth Edition) ; % 5 ki MR#EFTHE. 1995 &. US Food and
Drug Administration (FDA)

Hoechst Adverse Reaction Terminology System (HARTS) ; hRi&fFH. 1992 £,
Aventis Pharma

WHO Adverse Reaction Terminology (WHO-ART) ; hR#ERTH. 1998 &, World
Health Organization Collaborating Centre for International Drug Monitoring
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Merriam-Webster® ; Merriam-Webster, Incorporated M & FxEG1Z

Merriam-Webster Online Dictionary ; IR#FfTH 2005 £ Merriam-Webster,
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1. F X

M Medical Dictionary for Regulatory Activities (MedDRA) Terminology (&, EE¥
iR HIFAFMEMESZE (ICH : International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use) O30T EICHFEINEERRE
ERBETHD, ANMFTIE. ABEORE. TREFEHLIMAERIOOVTERT 2,

11 8 5

MedDRA NFFEINZ XTI, EELRHICEITIEZABECEENICERINETDEIE
WRIR CHo Tz, AHIBSET I ZLEBLTVBIZEAL NIRRT, BN REERREELLE
(CERBAEEZAVNTNS, BN TRIFEACODEN H R IREEEE (WHO) OERBE

(WHO-ART) &4&U International Classification of Diseases % 9 eXiThkx (ICD-9)
DHEAEDOEEFERL. KETR. B8, BREERB (FDA) OBERRE

(COSTART) #'ICD-9-CM (ICD-9 BaikhR) CHAADETERSNTW ., BEATR.
NoEBRMWARBEDAAEIRCHIEELBNEAAZEE (J-ART) LU MEDIS &4 1-
F&R%Z, ZnNZNMBICFEREUERL TV, 3610, ZLOEMTRINCOBAEEEZNZNOF
FERICEDETEELUERLTV:, BBFOREER. T-YIANBELTREINTNSA
EBLANVICEEER R, i RESNZRFRATYIvEL BN (B - HEETIREEHN DR
WA\ HBWNTEBTLAT - ERRTERNELE) | LE, SRS ENRIICETERNELE
D EMEREINTER,
TR BRADHZEHTIE. INGOR R Z22EIFEEESHICHEIENT, MBOI B RA]
REBEZIERL TV,

BHORBEMERINBZI LN, EONDRBENFKELTW, EEROIITF1IINOKA
BREFE T, BHoABENBVLNEILE, T-IRBR BT ML T B TR T-9D
HMESBERECLTNS, HIZXLE2MET - T, ARFIERARRICOVWTUIICD 2B W3S
. mEREFAECEIL T J-ART, WHO-ART. F7=(X COSTART A%< ERIN TV, &5
(C. HIRIC K- TEABZABEMEAINTONE, ERMNAEIIIZT -3V BEIN, $5H
EENSHOREBEADT-IZBRNENELEL>TVN, COT-FE#(L, BFENEN YT
DEXRFLFEZELE, INEEYDE, PNZNOFEENRERFILRBOT-YIREEED
EWCIGUFEEEE0REEEZE> WS Z EBEELECEVWTKERMECTH I, Xk
CRO tMIZ1ZH-rav(CBW\WTE, EEBEENMELCTVE,
EEREODAZHBLOLELINDBEREZEEL. RFLRCEERDELDT-Y
HE(TRHENTWDEL LW HINE ST L (S5 4 REEICR> TV, COT8, EE R
BERK(CDOREZIFHRIE SOE R FLM (Information Technology) DFAFIREANDS
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BEAMREIN Tz, S50, BFHIBHRITMDEZFRDLDICE. T-F Y bELUT-TBEERLE
L3 3RENHOT,

1.2 ICH OFEELLTIHRIRESN-ERHEE

1994 % 10 A, ICH ZEZERERFHRO e, RE. BLUBEMNMEORMICETET-
V&M I B BRIT, ARG 117 -Y3V 0B BERELL,

ZOART, B BHOEHOEFZHEE (M1) CRFEREEDHDE FIZLE
(ESTRI, M2) (CREETZEDTHY. REIT-YDEFHNII1Zr-YIvOEEM. B5UIC
EHREERTFOLEMEDSIYER T TURIRINEETAE LT,

ICH M1 BREOBENE EERFOER, LRXEHSVREUERICHIZRH LDI31
ZT-v3V(CAVR——EISHRAIB LU T EREOVINORHIERFEICE

AW —EBRNEFZREEZRENTEIETHo . ZDBRE. BFOREEORFAEZR
L. BBERIERIANSN MDORIBIGAY TV ADHD@EYILERYRDICEA TSN B
—OR IR EEFAEEESRICKIIIERTSIETHOL,

ZOLSBABENL. FHMENREBET-IDRE, BRSSO AR aEEEm LSE, R
LRBOPICEEORAICHLRTHS, Bl ARERERRICETST-IDEFHRIMER
ZICL. BREVTRINBEIROEIRI LGS,

ICH OAYN\-6 BlfkEATH-N\-£ LT WHO #iZ = M1 ICH EFREEZS (EWG)
HERBEIN, BINES (EU) HZ20FeHEEL>T, EWG BZ0EHOREYMELT. 68
NERBEBEEEDAEE ([EAN-YIV]) CLABINAYT TV AOBEHEERT B
LELr,

1.3 Medical Dictionary for Regulatory Activities(MedDRA) FIEESE DEAF

A ICH REEREFOREEEN-AICRAFESINIEDTHE, MEDDRA FPIEERS (
Medical Dictionary for Drug Regulatory Affairs Working Party) (3. ZE MCA (R
7£(3 MHRA :Medicines and Healthcare products Regulatory Agency) DESF
FEECHREMA. MEDDRA N\-Y3Y 1.0 Z1EBLL. #TLL ICH AEEOELLTRASN
1z,
MedDRA N\-Y3> 2.0 (&, 1997 F 7 BD) ICH-4 RFEICBEVT, ZAN-I3VD
BERLLTERING, FERISECEABEEDEMEBITOEEERHONTZ, N\-J3V 1.5
FCl& Medical Dictionary for Drug Regulatory Affairs (MEDDRA) HELGNTES:
M EZAN-Y3Y (\-I3Y 2.0) BLFZ20%O/N-J3V(C[F Medical Dictionary for
Regulatory Activities (MedDRA) Terminology & WO ZFAMERAINBIE EHHT,
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14 HFEEKOEMAL

REENEETZEHICE. BER/ RZOESERFIRBEOEADT BICEDEE
FEEORIIBAVT T VAL EHFHNIARAIR THS, CDf=H. Maintenance and Support
Services Organization (MSSO) DOFEEN, MedDRA DEAMLICIFHEREHIREETH
%o MSSO IR FANLDER. AVTF VA LTICH L&Y SN,

15 FEKOHH

MedDRA 3, EEmFEFOHOPDBIERFE (LLLEMSEHEHREIR) CEATES,
MedDRA DEAEEL, HIRRICEITIEFN., BREBESLURGIEEOBRZEITELT
W3, . EFEEESRICLIBREADHEPRES () : [PT; EAHFLEERR (Device
related infection)|. |PT; EZ#EZFTES (Device failure)]) [CEBRTES, EHIC, $H
FEE DI CRBII REGIREZIMTORRBIZEE R, (CAERBEEFRELTWNS,

EFHNEICRRREERZEONTIV-BUTOEYTHS,

e JE R

o MW &

e K B

e 2 M

o EIGEE — B BUE KB B RBODME LT, RUERREEE
RENEIND

o RIAMREBEORZIMEEMMER — HINET.ER EE FE. K0, B,
PRpEiE

L4 'TF an'—"BJLU‘%DDDHELB@?%ﬁﬁ
o ARBLUARLE
o WE/HRTR/RKE

HERBE BEEFABLEHEINEVD, 3BHT - DOFFMICEET 355 (CIIXT REH
tB3 (YVAVEREDREETHEDRKIMNREZTFMIT 2HEEL)
%) : [PT; SE*TT (Foreign travel)|. [PT; ME#ZM (Substance use)]. HLT; ¥
/ITJ@&EMHE (Tobacco use)). 'HLT; FEFYfE7#E (Bereavement issues))

EROLSICERINSAEEL. TIRATS LU REDIARFIERBEICENT U TITRT &5
BT-IDAA. RFR, FHES SR RICHAIZEMNT, R LB RELEMFICHARIN
7::0

o BRIRFUER

o EIFASIVEERROBRRE
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o HREIHBBADEE

o HERIFHR
MedDRA DEEZEZES (Management Committee) &DIHEDER. AEEEDEAE
FHIIBEMRIZEMIROERZEICLT BIMOEZN. BEEES LRI BEEDHSETIL
RENBTHAD, BINSNET-N(E MSSO OBFEDEMEFOFIEICRE>TROLNS,

16 BIFRAREMNSOREOHEAAHS

1999 £ 3 BICUY-AENT= MedDRA OFIAR (V.2.1) TlE. ZNETICEAIN TN DD
OREEICEENTVWVEHRFEI-FP7ILI7FAYRI-F (symbol) HMZNZFNEETZHELL
BRI LTIV RELTERYIAEZ N T,

ZNHOI-FE COSTART(EE 5 ). WHO-ART(1998 £ 3 FUHAkR), ICD9, ICD9-
CM. HARTS(YYU-2X 2.2), J-ART(1996 FrRODAFEL R —XLERUHEZD MedDRA A
ELUVIRFEINTV T, 122 TNIE, MedDRA @ PT; Nausea [ COSTART 0
NAUSEA &350 T3,

MedDRA 38504885 E (metathesaurus) ELTHEINEEDOTEERL Inbo

FEEDREBHEENZDEE MedDRA [CIRASNTWBRTIEAEWN, €T, hOREEN R
RAENEAHNBAOARE (LLT) (& ZOMFHTI0RAEELELC PT VY7L TVWAEIFRLA
Wo T-FRREFBRICAVNSNZBEEREIL. MedDRA EIEDEDTHS,

MedDRA ANDAZEDRIRSFIED FHFEEDEFH (LY TREDICHIBRIN TS,

MedDRA OAYIFIVARZEVERLLT: ICH O M1 B2 I -FTld. ZN5DOI-F% Symbol %
FAFELLEIC MedDRA [CERYADZEICLH>TIHAEEND MedDRA ADT-YEIBRH R 5 (C
BBEERT, ZOFEEITO R, FNLIE, Z<OERTIEIBHEENS MedDRA ANDT-5ZE
BETH>TALWA, ZOJ-RE MedDRA OFARAEAYTFIABINTWEN Tz, ZNER,
MSSO [F/N\-Y3Y 15.0 TINHDI-FERIBRT B2 e LT,

BL. ZOHIRICEYI0A 42 MedDRA FAEEY MedDRA J-FEZE B VEIBRSNTHLT . £f-
ASCII 771V OBEZEEITHONTVEWI EEEF SN,

1.7 BAE#E

MedDRA OERICHT>TRASINBRAREEL, SEOBEEDHHEDILKZHIRTEZED
TlEBWH, MedDRA [FEFEREE THZIIENS, FROLS 5 4ICFET2AELEFENE
LTW3,
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o EXRL/HEEL CGE:YIFVURY, BEAEELCINEINTWZERESID—
2 DVNONE, INITREUDWEBEBRECEICARBICEFNTVNEI LN HS)
o MERA /RELZ TWHARERE
o HERTHIY
o BERTF (k. F#n. A& RELY)
BEEAADRBEANDZEZETRAELTVNADT, TEEDEDEFRNT S,

o BEBALYVIBERICERTZEME (B @ £, 5D

o MREMREDNIA-Y-[CEEET2EELRNTSE () mEFFIILA 141mEqg/L)
EEIER 4.9 28R

o EEEZRIEBEIEIH. BEE. BEOLSLAREEL. Z0RAEVHFEEICEEDSH
PIGADOHCAVLONS (] | EERBHER L BEREER
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HAEEOHEE
MedDRA (3. BRHEIDHSPBEXPE CORGKRMICE U BEFZABELLTHEINLEDOTHY.,
BENDIDERNLET-IANE LB HRET-IRBDREERTFEL T 3EEN T 5N T
%, BEBEOEBEEIR. K 2-1 [IRTBYTHD, AEEICHIIZHEEROBRIE. TiE0Z
DACHFETES,

21 RS%
RIEEIERIFEAESINEEERL. PT OTFICIIN-TFEnd,

22 MEEH

PERE X LA TRIDBERILBLAINERTEDT, LAIFERBZNICEIZZNZND T iIEE D
EIBLEEDTIN-TRHETHY. BEBLANIVEABELCH IO 25N ERL TN,

PE/E (S XERBT-IRREPERT - IR RETICH O TEEREEATHS, COREENR
5 RFEDOBEENSBY, RBBLAISGU FEDIIN-T I EEBLEBEDY ) -T 533 %E
WRITT-9ERFRIBIENTES, REEFKNBT-FIRFKICF. TEFE (LLT) HMEATE
%o

COABEFERGIENFENEZEMLTHAEINTLEDTIELGW, BI5, SOC BOEEE
LRNIVEELGZEEMFEEHE -BE (granularity) 2HELTWB5ENHD, =I5
(HLT) c&EMIJINV-75 (HLGT) 3. ABEBRANICEET 5B TII-TTdIelC
FU. T-IDIRFREIRTER S ICTBHDEDTH S, HLT & HLGT OLAJVE MedDRA (C
BFB[JI-T1BEE] (grouping terms) &WHNBZENHB,

BEILHITZ 27T DR ERKDFE (SOC) FZENZNAATUEEZEHRLTWRAY,
1‘@?“-.?#5%3’550)?(17300 EEER - Z 8t (multi-axiality) EFEENBIOFER. —
DOAEN—D0 SOC ICRESINT, 85D SOC (LB BILERHEICL TV, BHEHDTE
I B4 BHBETHEBEOIN-TeEres L () - IMREXEERREBAIACER) | %4
BT -7y THREPIR ”b‘TﬁE'C‘&SZao COREELHIAEET-IANINE BEMICK
UEWEEBOI I -THENMEEINDEEAE>TNS, 20D, AEEEDIIN-THERS
SHALHEHONTEY., T Gkﬁ%h‘%w%ﬁf EIRTBZMHEEHE, DFY,. MedDRA FEED
BEEROUV I, BICT-IANERTHONCHIEESNTHY, T-IRER/FD SOC DETE
CEAREL BEANDI—BEMDHEIT-IEREHEL TS,
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BERASEE (SOC)

S0V -TE (HLGT)

SIvES

(HLT)

EARRE

(PT)

THE®E

(LLT)
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3. BRELANIL
ZEBLANOBEE U TICORT,

3.1 TFJE&& (Lowest Level Terms ; LLT)

LLT BAREEOK TUEEZEATSAETHY . ZNZNO LLT [F—20 PT (C
UYILTWS,

LLT BZnHE3 3 PT IS L. FEOVWITNHDBERICH S,

RI&:E : 20 PT EE OB S LRIUERTEHINKRIBOELZHE
B - [PT; BIAIZ (Arthritis)|ENICB I BILLT, EAIDEAE (Joint inflammation)
]

BEZL  A—RRICHITIELGIER, A5, T R-LEEIPEIF AR
BRI EEEBLEBERRENESEND,
5 . [PT, BXMRFFLIEMRE (Acquired immunodeficiency syndrome)]l&ZNIC
BI3BILLT; I7X" (AIDS)|. [PT; F%£#€ (Biopsy tongue)|ENICE T BILLT;
ZEE (Tongue biopsy))

#FFEEE | FRECEEMRMEIY. B EOHEBEECRRERZELIEONZEDT, BAUPERE
DRARENEENS
5 : TPT; SHEZ (Otitis externa)|ECNICB S BILLT; mEIMENBER (Bilateral

otitis externa)|

TR - BEFHRREREQFBIEREETARENL PT O TS (Sub-concept)¢
LTINICET S LLT tB35680 %5
B - [PT; #48 (Contusion)||IZESBILLT; ZED#1E (Bruising of face)| Y ILLT; M
D#E (Bruising of leg))

B— LLT : 7-9 AHZDBMT PT LRI—OMAEN LLT [C&FN5, COHBED LLT £Z2h A
EJ3 PT [3E—0 MedDRA 1-F%#H5, MLAIICEENTNS,
B 2 [PT; FHUNTV-ZEZEHIE (Dementia Alzheimer's type)) EZNICET B LLT;
T YNTV=ZIZBHIE (Dementia Alzheimer's type)]

LLT [CEAZBRBPXMEBICEABERAZBEESINTNRIENL, IATOERECBVNTIZ-Y

(unique) (CERERTEBERTIIAEL,
HOAEENSHEIAINEAZEDZLEIOUANIICEET 3EH. LLT ([HBET-Y0#1T%
BRBICTBHEVOEELREENZE>TNS,
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LLT (&, T-9ANEBEOEREEIRED BT RIENST-IANERGICL. Z0—BHESH
%o

LLT (3B&1-MLON-RELTEF B RIAETH D, LLT [F. ZNHUI93 PT SUEERRY
BRIRBEAHIDT. REEFENBLANNTOT-IREETBZIENTES,

LLT [CE"ALY I*"?Sot()“\"/‘/ﬂ L2359 ("Current"/”Non-current"Flag) MFNTWVB,
FERBCRAREUERE. BHRBAE. T2 A, BEINARE. HVARE. FREANVE
WOAEIE. [/VALYE (Non-current) | D737 DMTFFEN TS, IhHD%<(E MedDRA C
EWZENTMbOBEEICAI T 2AHFETHD, MedDRA AT/ VALY M D LLT #REFL TV
EHE. BEDERET -IDRREBITOIDH THSB, £z, ZOTFT & BEFET-IN-AAD
MedDRA QB AZRIREILTBEEEIL, BARDT-FI AR/ VALY LLT B ARARICERA
SNBILERFCEMEBRO TS,

JMO 3E : ESROFEENYY-TFJERIIC MedDRA/ [CIEBARZENLYY-03T0 %5,
BARZENLYY-737I1CR87 3528813, [MedDRA/J MBOF3|E — HERE
RAME —] (PRR 24 F KETRR) DTV, MedDRA BAZEROIHEIL-)V]
ESRINEL,

3.2 HEK:E(Preferred Terms ; PT)

PT (&, fEIR. BUE, EE. 20T, BE LOER. BEBRRE. ARNIEEARNLE. RE.
HERBIEIREREERITAERMEE (descriptor) THY, E—DEZTSERITE
DTH5,

PT (SERIB A ESZMGICR) T, BBEETRIBERRY E AR EEZRLEEOTRINERS

B, #2T. AREMUEAER. ZNAEBRMICEAMSINTVRIBEIC

BRUBRINTWS,

PT LRI OSSN FRER. BRARN, MEFRILIBEFICHASNLAEICIO TR
SNTW3, BIZIE PT b/\)bT%kECtUﬁLHEJ\kBE?Zaﬁ& BRAED
BB ICURE SN TS,

B : [PT; BFMLL (Rhinitis perennial)). [PT; EEHL% (Rhinitis
ulcerative)|. |PT; ZE#ElEE% (Rhinitis atrophic)). |PT; FEEESEER
(Meningitis aseptic)). [PT; ZYTFIVHIMEBEIEA (Meningitis cryptococcal)
I TPTs DINAMBEIESR (Meningitis viral)l. |PT; #E£HEEA
(Meningitis bacterial)]

PT (CCOULRNIDEFRGEZEE-E 2L, ABEEDEEEE VTR ARRIC
SENTIEICERELTNS,

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
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PTCUVIFBZEDTES LLT OFICHIRREEVND, BEBR—20 LLT 220 F {2 LTH
STWRINEESEWN, £ #FLW PT AMEIMENBZ (L. 20 PT ¢E—0 LLT A" 7-9 AH
BELTEFHICIMASNS,

PT (I HLT OFEETHS

PT [FRIEBR—DD SOC [CUVILTWRINEESEN, PT (FZLERYELO SOC [CUV7
FRIENTEBZN, @4 D SOC [CBWTE—D20 HLT = HLGT = SOC O -rE@BLTO
HUIITED, . ZNZENO PT 2 TF1Y)-SOC Mt 5N THY, T-YENTBPR(CY
FZHAZEEENINE SOCEZEH TS,

3.3 EfiiE (High Level Terms ; HLT)

HLT ($ZNICUYJ 93 PT O LAIFETHY. EEIFHN. mEBFR. EEFN., WMEFZOELE
BEBECKY., ZNICBEET 2 PT 2V VIS8 2 81EMBENTIV-TH5,
5 : [HLT; REZEZELLIEZE (Bronchospasm and obstruction)). |[HLT; #hs
EZE (Mediastinal disorders)|. [HLT; fi#zkfE (Pulmonary oedemas)]. £&U
[HLT; LREFHEY (Upper respiratory tract neoplasms)|

COREERRBENLGDBEEERLLEOTRBRN LN, B4 O HLT ORI EEIEHAESE
DEFEERELT (ELLEF SOCHT) —ELTWSDITREN,

HLT TR BRI TEBEMLEED T, I -T1IeDHDORERE LI THY
I-TA4VJ B ERSNE,

HLT (X HLGT O FIEETHY . —D0 HLGT 2N LT HLEE—20 SOC (ZUYILTWE
(FNIEESEWN, HLT [E—20I—-FENLTOHEFED SOC [CUVI93 (BB, SOC EILEE
— D20 HLGT &UVJ93) TENTED, . S5 ED HLGT UYL TWS2TO) HLT
(&, 20 HLGT n*U 2793270 SOC [CBHEF TN TS,

34 &HIY )L—75& (High Level Group Terms ; HLGT)

HLGT &, —2F[3HE 0 HLT O LAIFET. BEIZM., HEFR. £BFN., BEZX
TZ3HEREICKVERE TN TS,
B : THLGT; BMEMAEEZ (Vascular hypertensive disorders)|&\\> HLGT (C

(3. THLT; ETHEEMSM/E (Accelerated and malignant hypertension)]. [
HLT, SMi/FEEHE (Hypertension complications)|. |HLT; FPifELE
(Portal hypertensions)|. |HLT; AFFBGESM/E (Pregnancy associated
hypertension)|. [HLT; A MESE (Pulmonary hypertensions)|. THLT; &
MEM/E (Renal hypertensions)]. [HLT; MEMESMEFEZEN E C
(Vascular hypertensive disorders NEC)\ B &UTHLT; AR B HEDLOEHE=

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
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XMEEME (Endocrine and metabolic secondary hypertension)|® HLT h'1>
JLTW%,

HLGT $7-9RREBREBELLED T, KUEWMERTI®RE S S728IC HLT 27)-F10L
W3,

HLGT (3 SOC [CE#YYII B TEETHS, HLGT ([, D E<EE LMIREETHS SOC OV
EDETRIBEETHS HLT QUED (ZNENELLETORE) [CUYILTVREINERS
9. INBAEELRLIEDTERVRETHS,

—20 HLGT MY 33ZEDTES SOC DEICHIBRITALN,

35 ZFWEBEAKSE (System Organ Class ; SOC)

SOC FT-9RRODICHFEL VR ERAMT 2R EMMEE T, TRICE > TIIN-TEnT
W5,

o RARZFH (B : [SOC; BRIESLVEFEERIE (Infections and infestations)))
o EIREBMIR) (F : [SOC; BBIEE (Gastrointestinal disorders)))
o BHIBI () : [SOC; ARIBLIAFMLE (Surgical and medical procedures)|)

EROSEOFNELT HRERIROD SOC [CREEFREXRTHECLLENIEAT 21ER
ERTAEMEINTSY, RESNLEEERICEEIINELNAIMEL AOAREICEE
I5AEETIN-TIL TV,

SOC I/ #EE—D2U LD HLGT ICE#HEYYILTWS (BI5 EALICHD) B
U792 HLGT OFUHIBR(E7 L,

IARTOD SOC NMoDRRICBRUEEEZETE10. PT [LE—2DFF1YU-SOC H'E)Y 4
BTV, INDRERERE, PTAZDOLED SOC [CRREINBBEHTHD (E5E-
%) ., JI1YYU-SOC &ERHBIEICLY, SOC ZEILER/T-IDTI NSy NEIToRBA.
PT ' 2 B ERREINEEEFFINBIELEFHSIEN TED, MedDRA OIATD PT [CIE,
PONTYRTBRR, L% PT AED SOC [CRRENBZNERHB[ TIT1NU-SOCIHEIYEHTH
nths,

FELCOFFIER. B4 D SOC [CHF2T-Y1ERETHHER. WIND SOC IZB\WTEZD
SOC [CEFNZABEOFRREEEHITEED TR,

T34YU-S0C D&Y HTELEQF T ELDEY THB,

o H—DSOCI[ZOHAIYILTW3 PT [, BEIHIICZD SOC H'TF1YU-SOC %53,
o RBILABBESIUERICBITS PT [F. AT OBINERRE, E3RIREAIK(IAHRRIC
EIETF1VY-S0OC HEIVH Tons,

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
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- HRRMEFETECUOREOAEEL. [SOC; £XM, KEMRLLEGIREE
(Congenital, familial and genetic disorders))% 7543 )-SOC &LTEIYYH TS

- HEYORTER. [SOC; R, BHLLVFHMIBDHEY (EIILLOKY-T
Z33) (Neoplasms benign, malignant and unspecified (incl cysts and
polyps) )|V TZ4NY-S0C &L TEIWE TN S, L. ERISIUMRU-T(CILEA
BY ZORBEHMAO SOC ATF51YU-S0C LLTEVETEND, IR, [PT; H
& (Aural polyp)]131SOC; BHELHEEEE (Ear and labyrinth disorders))
#731NY-SOC ¢LTHEY. [SOC; R, BMLLOFMTHDHEY) (ERILL
Y -7F88) (Neoplasms benign, malignant and unspecified (incl cysts
and polyps)) &1 Hh5)-S0C £LTW3,

- RBREEORER. [SOC; BRIFLLVEFELERIE (Infections and infestations)|
#7543 Y-S0C ¢LTEIWH TS,

%3 PT ', Th0BIANNGE=D0 SOC DDA LICYYIT 2355 (F. ROEBEIBLITT 51
YU-SOC H"RESN 3,

o SOC; XM, KEkMELBELRES

o SOC; RY, BURLLUFMTHDIHEY (FELLINY-TEEL)

o SOC; BRIELLVEFLLE

BRI, [PT; SEXMEEGHAE (Congenital teratoma)lld. [SOC; FEXIE, FKIkMEDLE
GEZ (Congenital, familial and genetic disorders)|h'751X')-S0C &7%iY, [SOC;
Rt BREPLOFMTBDFEY) (EIIHLONY-TEEE) (Neoplasms benign,
malignant and unspecified (incl cysts and polyps)IHh>5U-S0C ¢53,

FEY., ERMEESIOBRLIEDTSIM1YY-S0C )W L TERDBBEICTERZRN S ELY

BRBFBAETIAYY-SOC 95| —MRAUNFEEINEILE MedDRA DBIFEXRE(ICH

WCRESNT, CZOEAE. IN60HTIV-ICETZ2TO PT %2, BHEDRBET-I0DT7INT

YIS —D2DIN-TILEEHBIEILELT VT FINORHEERS(CT2HTHS,

T34NU-S0C BV ETICEAT 320 MNBEFEEZLU TR,

e MedDRA O SOC SARTHEHEHE BEOTVBDIITIER W, [SOC; MARE
(Investigations)|. [SOC; #&REEE (Social circumstances)]. [SOC; AFIBLIH
FBIE (Surgical and medical procedures)][C)Y 7 LTW\RFBEEL. EE#D) %
o6, D SOC (IFUVITLEL,
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o INTTHBVWNIKREZHKOEEPHELLCLEESHIEDHENL. [SOC; B, FZHL
DMMBEEHHE (Injury, poisoning and procedural complications)|%F54YY)—-SOC
eLTW,

o  KBEENL, BHIAHEBLSITES M OKIGICEITS PT (CIE, [SOC; —i#- 250
ELLOREEBIDIXEE (General disorders and administration site conditions)|

WT514YY-SOC eLTEIWETENS, 1272l INLDEBRIDRERAE (L. FI5MHICTSOC;

BRIESFOFEERIE (Infections and infestations)) & T731N¥V-SOC £LTW3,

TIIPRYHIE (ZEZE) O MedDRA @ SOC YARE, 5% 3-1 DBYTHB, £ EEFET
WIFRY XX FH(CBGREL, EEMICEEINERTIED SOC AR 3-2 IRT,
MedDRA EpREED -2 )T (EWG) Tld. EHOSETIERHENS MedDRA (C

XL THIBIZT IR MERZEWEL, £D

SR CHEASERSRIREEDT,

% 3-1. MedDRA SOC YRR (ZILI7ARYMIR)

MLEELD ) R EE

Blood and lymphatic system disorders

DAEEE Cardiac disorders

ST S L B g’;gz;fzgiia], familial and genetic
BHEL K EEEE Ear and labyrinth disorders

A A EE Endocrine disorders

RiEZE Eye disorders

B kEZE Gastrointestinal disorders

—MR - £ EEZHIOR G BT DI

LA
=1
70

General disorders and administration
site conditions

FFHEE % fE & Hepatobiliary disorders

BRREE Immune system disorders

RRE B LS OEFE HIE Infections and infestations

B2 hEE L E DG folﬁlzd};,‘cggjzgmg and procedural
PR IEE Investigations

RHBSOREEE Metabolism and nutrition disorders

BB IERB L e =

Musculoskeletal and connective tissue
disorders

R, BIEDLOFEMTHDFTE
Y (FIHSY-TEET)

Neoplasms benign, malignant and
unspecified (incl cysts and polyps)

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
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FEIER & Nervous system disorders

— 4 " o= P s ] .
. L LTS D IR regnancy, puerperium and perinatal

conditions
R D& Product issues
rErEfEE Psychiatric disorders
EHLNREEZE Renal and urinary disorders
~ o =A== R ]

S IEFBL T = eproductive system and breast

disorders

PEIRZS, RIZBH LM NEIE =

Respiratory, thoracic and mediastinal
disorders

FEBSE FHamEZE Skin and subcutaneous tissue disorders
HRIERE Social circumstances

NBLBL A FILLE Surgical and medical procedures
MEEE Vascular disorders

% 3-2. MedDRA SOC YR EE&EIE)

BFRIED L O T BIE

Infections and infestations

R, BESLOFHTBDITE

Y (FRHSNY-TEET)

Neoplasms benign, malignant and
unspecified (incl cysts and polyps)

MEBIOYV ) FEE

Blood and lymphatic system disorders

BRREE Immune system disorders

A A EE Endocrine disorders

RABSOREEE Metabolism and nutrition disorders

W e & Psychiatric disorders

FERERfEE Nervous system disorders

RiEZE Eye disorders

HbLOFRBEEE Ear and labyrinth disorders

DR fEE Cardiac disorders

MEEZ Vascular disorders

i e e f{?}ig;zea ;sry, thoracic and mediastinal

B lEZE Gastrointestinal disorders

FFAEE % fE Hepatobiliary disorders

LB HLRE FHafEE Skin and subcutaneous tissue disorders
ICH EIffEZEMIEE (MedDRA) /A—U3Y 221 F3|&
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BB IERB I SR =

Musculoskeletal and connective tissue
disorders

BHL R

Renal and urinary disorders

AEAfR, FEHED L BRI DILRE

Pregnancy, puerperium and perinatal
conditions

HIERBLV A FIEE

Reproductive system and breast
disorders

TN, It BS B IS fEE

Congenital, familial and genetic
disorders

—MR - £ G EZEHIO RS EBILD

General disorders and administration
site conditions

PR IEE Investigations

(EE hEE M EA G f; g;ﬁcgg'jg;ﬂhg and procedural
NEBL A FILLE Surgical and medical procedures
IR Social circumstances

iR D& Product issues

3.6 MedDRA #E#EHEFER (SMQ: Standardised MedDRA Queries)

MedDRA 1Z2##& R (SMQ)I& MedDRA FFEZJ I -TLLIEEDT, FEDBMETBE
FHRREICRAET 2, BF. PT LANIVOREIIN-TTHp, SMQ (&, BERICEENHS(E
AEFIZ 2R E (individual case safety report : ICSR) DB ERBREXTIETEILE
BERILILEDTHD, NE T DAEEIE, GEIK, 228 ER. SENEZRME. BRRIRERE
EPEBFNTAN -IRECEELEEDTH D, SMQ I[F. HiZ SMQ [CE8&F3NTW3
PT (CUYD93 LLT OANEEINTEY., PT (CUYILEW LLT BT -Feasni,

SMQ OFEBIERE. BIXEDMedDRA Z#RRX(SMQF5IE] (SMQ
Introductory Guide ) & 8Banizl\, SMQ OF5|EZ (L. MedDRA OAN-IIVII{FREL
TA-Y-[LREEINZSEXLED—DTH5,

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
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4. AESRORAIERMYROHBIE(AEORE BXZED)

JEH 4. 5. 6 [ MedDRA CEAIN TV RIEEWRHFIEICOVWTERIRL TS, ZNZh
O AFFRE DB EISERINZA, LON DB EBIAZFF>TVRIHENHSE, Zno0FIH
(X8 4 DIRBTZDEANFBINTNEH, IRNTOFINEIEZRLHITELIIRETH 2,
MedDRA [ZEZAEETH>THBETIIRN, EZMNLBESUEEFS, RRANTHY., EE
DEERGERMTEENBETHD, £z, FEHRGAEIOOVTUL ERE3UENERTTL
SERREINZNEEZERTZHNENHB,

41 AR)L

EFAFOANEF-5YFRFREZAER (5B 30hR) O F—IYFAYIIVBLURER
BEZHmX ORI EFABUNDAFENE Merriam-Webster® English
Dictionary D2 ICEUT,

MIVDERIE PV FRGREFZAEARATLAINTVWRREBLVERENREF IR
Do

‘non"MFVWTWBAEER F-7Y FRIFGREZAERNEHESINTVWRWRYELLN\(TVEDIS
b{\\

Merriam-Webster English Dictionary [C—3B¢ LTIRBINTWRERFINETS (fI :

nontoxic, nonspecific, noninvasive, nondependent, nonmedical, nonproductive,

noncompliance, nondominant %2¢) ,

"post"BOVNTVWB B F-FY FRIGIEFRKREHDORTLICHKEL AR-ZAZANZD T EEOED
(EBIAET B,
INMIVAFE () : “post-traumatic”. “postero-lateral”’. “post-term”) o

—zB#%\W\ (ffll : “postabortal”. “postpartum”. “postmature”. “postmenopausal”.
“postmastoid”. “postvaccinal”, “postvaccinial”, “postnasal”’., “postauricular”,

“postictal”. “postmastectomy”. “postnatal”) o

PT U ETCREREXANIVEERLTEY., LLT LAMICEERE KX ANV E NI IS T BKE
ANNVOEENEENTNS (Fl : [PT; FH (Diarrhoea)|® FHLIC [LLT; 47
(Diarrhoea) JETLLT; TF# (Diarrhea)l) o

MOREENSHEAAEN., ANIVDEE>TVWBED(E. “/ VALY F(Non-current)' D755 %4+
o

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
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42 B &
EARRIC PT UEDOUANIVTIFREEEIZEALERL,
1200 1) BEEINTREITZEEBANRGYTESZED (100 XFUL) ¥ 2) AMO
BOHEIE. ZO-IVOBIALINTNS, TERRIFZDHITHB,
CDC = Center for Disease Control (USA) XKEEREECVY-

CNS =central nervous system AR AR R
CSF = cerebrospinal fluid I BB
ECG =electrocardiogram LEX

TEDEEEL HLT $&U HLGT COMERINS (E&DH' @ LLT (EBHARIIC NEC DWW T
WBEDHHINZENLIER T/ VALY I THB)
NEC = not elsewhere classified foZ o FEINGL

T OB&EEL LLT LNV TOMMERENS,
NOS = not otherwise specified BICREINZN

BREE(CIE. SRR (BUAR) (33580, ICH (23U TWBLE DN DHIS TR LZEREE D
AT OHZIEEEATEX TR EHRSERI 510 ARBEORHN R TH,

BRAENLGIEERAZBE CHEBORKREFF DIREBIIIEXFEE. 8% MedDRA Z(3
EAINGW, LU, EBOEFRER DBEEETH>TH, HRIICAAINTVWAED(E LLT &L
TRAINTWEE0EH5, RS, Cerebrovascular accident 2= bk9% CVA ([LLT; 47
MEFRE (CVA)]) . Raised liver function tests 2=k 92 LFT ([LLT; fFrEeEte&E
1E_LF (Raised LFTs)|) BEDHB,

MSSO FUMIVAICEET BEEEE TR SN LLT 0%<(5 (B ETZHETIIEERT TR
EOHELMEMAZHE>TWEVWEEEET) HAL LLT HAV, LLT HBV. LLT Hepatitis
B virus BENERRIREZERT 200, BREEKRT ZNOERICOVTOI-Y-DbNEL(C
EOCIFAN-FRIDBIEEEB L. IN6OAERBERARREERT PT (CUYISE I/ VALY
hegBIEELTz, MedDRA N-T3Y 12.1 LIBE “test”$3L\E"infection” & DISEREAIAMT L)
TUWRVHT R DS EEREORAREFHEALEN,

EZERFRE. TOERXGREZALT, BHRF'Cl" FRIF'Cu"DLICLLT & L TIRE
SNTLS,

43 KXFOEHA

FEALDRERINXFETERL ZFNZNOAEBEORIIOXFEDHEAXFELT

W3, BI5NE. BE %A B - [PT; FEAHF2UV/fE (Non-Hodgkin's ymphoma)l) .
MEYMODFEF EDBIRELVIRETH S,
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RFEE. HEELUYY-SABETRERMICAXFENXFEHAL. AEOELVRYER
LTW3, LML, I-Y-BZNZNDT-IR-AT, EOKRICAF /NI FEFEINIEHRISE
RIBIENTE AKX FRITEFERTBIEERRETH D,

44 AFHmES

BB &AL PRANOT1&ERALTVNS (B : [PT; JUN-NERE (Gilbert's
syndrome)|) .

I35V AFED accent aigu|P[é]DRIBHEZ X R FF LB MedDRA MSIIBRA SN TS
B : [PT; ¥52-/IL—1EMRE (Guillain-Barre syndrome)|)

45 T—DODHEMIHLIAFBILIEBOHEEISHSHE

ZNZNO LLT (3 PT (FE—0#E22RL TV Z2OBERE— DX EZNU LDEFET
FKENB,

O LR ERTAEN. tOAEENSZFHNNT (inherited) W2HENHZ (I
: [LLT; Nausea vomiting and diarrhoeal) . NoDEEFEIT. ERAREOREERKN
(CBEEDHZ PT OF D LLT &£LTUYIENTWS, FIZELTLLT; Nausea vomiting and
diarrhoeal ¥ \OFAE(L. [PT; #EAf (Vomiting))DF® LLT &3, SBIC/ VALY RSN
(A

JMO JF : LLT QALY Y-h'%EE N, BAGE N OFECELTIRA], BAERAEEN
AN

46 & IR
FRIELT, PT L EDOBEE TR, BARASEOEIENMEDN TN, THBHE, BEDELSE
ZZlETHD (B : [PT; 0EHEZE (Myocardial infarction)| T&HY [ Infarction
myocardial | CIF7L) , FISNELT, PT OREIEZRERSEE2L(CKY SOC FOT I IRy~
IEDFR R CEUUDEELZVEZEDHICTERHENH 5, BIZIE. LTOFNZET S,

Meningitis aseptic (BEEEAER)

Meningitis chemical (TEZIEREER)

Meningitis eosinophilic — (Z#FEEER L GEIE )

Meningitis toxoplasmal —(fFYTFXVIEEEEREZ

47 MedDRA #=Fa—F

[J-FIEVWSRIBIFRFIEES BT TLLEDN TS, MedDRA D& AEEIC
FEEINTVWE SHTIDEFEI-FIZAEDTFANFFELTOI-FERFXFILTERBNET
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%%, MedDRA D& ARBCEEKREXRIGVERODHFI-FHDOFE6NTNS, IZTWI[EK
ERIBVEE BFI-FEETEFNOERERLTVWENEVNIZETHD () BT
SOC B3V IBEOREERITARY) . MedDRA ODEMEBOREICIEROI- AT FEN
THY,. MedDRA BF X4, EAEDOTILI7AYRIEIZ 10000001 H'EfT 53N T, FHAEN
BISNZEEFEOREEFEI-FOROHFI-FNIERG E5ESINS, BE. —EFERINE
MedDRA O J-F3, FARISEBIMSNEAEICBERINDIEIEN, LML, AEORTNE
BINELIBHZE (B ARVEEEVDETIE) ICER—1-F'Z0XEERINZIENH 2,

48 B {EEGIICEET S MedDRA DEZR A

[R5 E% |(Abdominal wall) : %, MedDRA Tl3. REEE(LEL 2RO —EPIE LTHIESNT
W%, MedDRA [CFEEOARGERL GV, ABEEOBNTE, BEIIEE. 5. &
FURBREZ B SHENGHO TNBIENB, MSSO TIXEILERDERAIEE X TS, EE LU
BB R EICDFEINBEBIE ZEAONBIENBIS0C; LEHLIRE FHEI#IESE (Skin

and subcutaneous tissue disorders)||Z) VLT3,

[DESSUMEDREE |(Cardiac and vascular anomalies) : D& MEDHAEZED
—EBDERUEEBICEES2HER. [HLT; OMAEFREZELXMENE C (Congenital
cardiovascular disorders NEC)|[ZY7LT\% (IHLGT; SEXEOEE
(Congenital cardiac disorders)|& /" UCISOC; DfgfEZE (Cardiac disorders)](ZV)Y
JLTW3) &

[F95% | (Chest wall) : BIEE(ZEHI B8 RICHOIESINTND, (FEAEDIIEECEAT 2L
SOC; GEBRLLVBESHMEZ (Musculoskeletal and connective tissue
disorders)] (UYL T3,

[ERER | (Eyelid) : BREZ(XERO—ERAIE LT FEIN TS, FEALDEREEICEET 2R
[SOC; BRIEZ (Eye disorders)|&754YU—=S0C &L, [SOC; E/EHLI R FHME
& (Skin and subcutaneous tissue disorders)|&1ZH>5)-SOC &£LTW3,

[MREE | (Pharynx) & [##FRRE | (Diaphragm) : MedDRA Tl3. "HEE L #EFRAE(LMER2SE LT
NEINTNS,

[BE4"|(Pinna) : BN EEEEZEH. BEO— e EASNTHY, [SOC; BHLUHKBEEE
(Ear and labyrinth disorders)|&754Y¥Y-S0C £LTW3,

49 HEDHKL

MedDRA Q% 20'D LLT (FERIRAVR/NTA-F -, LTO#EZEATWS (B @ [LLT; AE
BELEE, WA, 1, 500—-1, 74 9254 (Foetal growth retardation,

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
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unspecified, 1,500-1,749 grams)]) . CNHLORAELEFMMOAZEENSERAENTEED
T. MedDRA QEENSANZEDIE/ VALY RSN TNS, ERRIRED/INTA-T-ELTOE
EEESTCAE (f : M#H Nal4l mEg/L) £ MedDRA [C[FERAINEL,

HEZETCHBECTHTE. TN EEMNBIRO—ERLBE>TVREDELVEZNBESEB DS
D (B : [PT; 5 — S TBEERISAE (5-alpha-reductase deficiency)]) (& LLT £/(3
PT £LT MedDRA [ZUXEHIN T3,

410 BEFREDIEE

[BEIOWMSZRIAE (B [LLT; 7LAF-IEFE (Allergy aggravated)]) D%t
DABENSE ERINEEDTHS, BEFEFEZOABORELFEDOER. N-Y3 9.1 T
EONDEIRDEMEBFEAENBMINT, LHL. 5% FHTL< MedDRA [Z[3EE |
("aggravated”,"worsen/-ed/-ing”,"exacerbated”) DT W\ AEENBMINZD (L, [TEE A
EFHICEELGEREZR OB ECIRONS,

411 EFERFE: (NOS LU NEC)

[NOS (Not otherwise specified) | (BICEFEINEL) OfFWVAEEE. EE BRI FEE
TEAINIEFZAZBEOHBOFHMTHEN MedDRA TlE LLT LALOAICEEN., [Th
U ERETEREHENBONEBNIIEEEH]RTS (B 1 AEOI-T1YJDHERE) . INOS]
OFFWARBEIIERENGRZECTHY., FAAEECEANICHENMOREES RGN
NIEEERT LB TELV, LAL. EFEMNICREINELE. FIZE SEKECIEHERE, &F
REBAL, FEITRAEDRICLZIZEBRETHEN . KABEEARZBLT—ETELEN, AFE
BIRICRLT, I-P-ETE3RYREEANLGRAEEZRANSINETH D,

B - [LLT; 25N O S (Headache NOS)|TI31<ILLT; Z¥# %/ (Cluster

headaches))

MedDRA EEZE% (MedDRA Management Committee) ODIERICHEL, MedDRA
Version 6.1 L%, NOS DfFW=AZEIE MedDRA [SEIILBWI & E BT, IB(C, /R
NOS PMFWTWe PT BIARTLLT [CHE T FENT,

[I#RIC. TNEC (Not elsewhere classified)] (fllc23ESN@L) (4, 55 SOC [CEWT, @
—REBOMOAEICEETRESRNMEL DABEVE DTN -TELTOEEEHICLTERTIE
EHRIEETHE, IN6OBFERIIN-TLDOBERT HLT $&U HLGT OH TERIN S,
B . THLT; EZBEZEN E C (Bladder disorders NEC)|(ZI3% 573 PT. BNEIPT; £
BHEFE (Bladder stenosis)|. [PT; FEHERIFE (Bladder granuloma)) KU
PT; BBHEMMEH# (Bladder telangiectasia)|NE&EN TS,
ek PT LNIVCEREESN TV NEC HEDOERFER LLT (LR T IFSh/ VLY hesns,
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4.12 HRAIZHEDOARE

FRIELT, HRIMEESN TWAARBRAABECITNEL VAN, BEOMRIET-IR-
ADEFEEZOGNTETVNENETHS, L L. BEOHERNERANICEZLEFREIFOHA.
BIZE, HEEOABEBLVETEREELGELIOFINEINTNS,
B : [PT, B2 R (Breast cancer male)) & [PT; X I#Z/E (Breast cancer
female)))
WE WIGT2MERERE LRVAZEBINEIN TS,
) : TPT; £/ (Breast cancer)]

413 HLT UL EDRIEDERYRH
B
HLT &0 HLGT ORFEREHROELNSEI N-TLIEEDTHBI LMD, HEBIN
BEERTLET S,
B . THLT; ZHRIFIEERHEY) (Malignant hepatobiliary neoplasms))

BE. PT 540U LLT DAFEREZHBBET N -THLEOTRBV D BT TH.
aFOER
AIRERBRY A (f © "heart”. "liver”) [FFWT. ERFAF (f : “cardiac”. "hepatic”
) RV, thOBRBLAERRICFENELZHE (REBIRECHD - DOHAENR—O
XFINTRFEINBIHELEE) | FLEBBRARRS TCBERVLONGVRIRLLEIH5ELLEEH)
NELTRARERWRIENH D, FIZIE, BE heart attack”s S 371" cardiac attack” & (&
EDEL,
“Excl"t “incl”
IN-TERIBEORLIN-INEHF—I 50, "including”ELL L excluding” [ T DEE
EERT 5,

1."excl”[$"excluding”“except"H &M excl."#FK S

2."incl"lF"including” B LV incl." &2 KT

“Signs and symptoms”; “infections and inflammations”

“signs and symptoms (BUESLIOEIR) . “infections and inflammations (BRHLY

RAE) "E. CDFEINEET B,

Benign and malignant

[SOC; R, BURLLVFEMTHDIEY (BIILLN-TE5E) 1TIERE., "benign
(Rf) "¢'malignant (BiE) "ZAFEOREICTD, 0 SOC TRAZORIICTIS,

ICH R EZEAELE (MedDRA) /N\—3Y 221 FE|ZE
20194 9 A
21



FRFEEORAEEYRHEIR

COEYARDICEY, ZOBAENED SOC KU HLGT [CUYILTWEHE—B THIBTg 22
TZ%,
Congenital
[SOC; LXK, SKIEMDLEGMEREZE|TILBE. "congenital (FeXKE) "FHEOHEE
(ZAF(3, b SOC TIIAEDHMICATTE, COERYRSDIZKY, ZORAENED SOC HLU
HLGT [CUYT7LTW\Eh%E— B THIK T 3¢ nTES,
[FERMIEWIAZER. BEENCZIRAINESEEBIMITIRFPICRELEZHEEEYD. HE
R CHEELTVWEIRTOREZERL TS,
Disorder, disease, and disturbance
MedDRA Tld. “disturbance”("disease”[C& £, "disease”(d"disorder” [C & XN 3,
"disorder”[EFWHFERIBAEETHAIENG, BF HLT, HLGT $&U SOC £LTHWSN
%o

5 : [HLGT; fEZEMEZE (Gallbladder disorders) |
LHL. BIRIETHLT; /I=F2 Y FHLNN~F2YZ XA (Parkinson's disease and
parkinsonism)| D&S(C, "disease"NMREERAINZRIBF THRIHE(CIIHIAAIIC HLT L
NV TH"disease" LGNS, “"Parkinson’s disorder” 3% <, “Parkinson’s disease"#H’
REERAINIRIRTHEINGTH .
“disturbance”l3 disorder ¥ FFH THY. "disturbance" ¢ DRIEN, HEWZERITDICRD
HEYIEE(ICDOH MedDRA ﬁﬁgﬁtb_@;éﬁﬁ &3, “disorder”FBzEN PT/LLT (CS CICEFEL
TWBIHEICIE, "disturbance” FAFEIISE. FTRICEEMESNEL,
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5. PT &Y LLT OFRFEDERYRD

51 FEEDMER

«[77)b3-)V](Alcohols)
PIWA-WIIFE—ZBO&HEERTS B : [ITFI-7II-]TREL [I5/-)V]) . “-OH"(E
BESFICTINARIERREH T B,
B 2 [LLT; 1 7 —ERFOFZINFIXTOCREMR (17-hydroxycorticosteroid activity)|

o [¥& |(Anastomosis)
Y& EARIBOLEBTHY ., ARID SOC DHICUYILTWNS, ARKNBOEFE SN CINICEEET
BEEICEFIDORIEERNS,

o[38EB (&) I(Cervical (neck))&[3EEB (F=) I(Cervix (uterus))
“cervical”l3[ B JZ2FRTHELLTAL. “cervix" 3 FEFEER |2 R ITHBLLTERT S,
“cervical' N ¥ E B EE BT 2HEOH ST BHER | X BT 25(C A uterine" & {7 (3
M FINELT. FBICOABMRT BN RGRERICERRAZED T cervical" DAHNMENN
TW2AEN$H 2.
B : [PTs PEHIHBLEEFE (Cervical dysplasia))

e[Dilation (3E3R) | (Fli/ FHKOMFE) t(Dilatation (Hiik) | (EEERIHE
IZERBEFHEZR CE., “dilation”t "dilatation” [EFRIEEE TH D, MSSO (FZDEIBIITD
RENMD IO TRRIRBELTEBICERINTWAIEZAF LTINS, MedDRA TIEAE
%X 59 B8 dilation" [IARIFVALE(C, “dilatation” (FFEE(ICEEET2HELL TR, BFEE
“procedure”%"dilation" & & EICEE S LBELZEHTEKIICT B,
B . [PT; B#akily (Stomach dilation procedure))
EUIPT; FPEHEEHRLLDFEAENE (Uterine dilation and curettage)!ld
“procedure” ZBINLELTEFFHTHAIENBRATHEH. COIL-ILDOFIANEEITNS,

o[FLF—=Y (Drainage)| (Ffli/FHOME) &l4# (Discharge)| (AFEILETIIHL
b A0):E

[FLF=Y (Drainage) | [FIERIMICITIHER I 2R IARILETHY., [9W (Discharge H&
U Secresion) ][N SRANZHT 2EEE2RTHETHD,
“Drainage ($E&) (LB BFEE CARIAIALE DEFHN DR EE (LB NRIC Discharge” (49
W) EETURY, INCORRERZNZENDEERT 2L IAICHREVEYIICUY TSN TS,
B : [PT; MEHES#H (Post procedural discharge)|l35ZE SOC [CEEEINTLS
— . AR EEERRT 2AECIT Drainage"2 4 T ARBLIUARMLE SOC (CUV TSN
W5,
SB(C. BABNMNRIIINE LALE TERVNREBON A E BT 32BN H 255 (L. WEDAE
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(&I &4 5% A5 + "Drainage” ], SLE THWAE H %S + "Discharge” | £ LT, ZNZENHRS
R<EEET %,
B : [PT; ME#EFLS—/ (Post procedural drainage)]($1SOC; NEIHLEOPIFILE](C
IV
[PT;, ME#E5 Y (Post procedural discharge)][31SOC; BZE, FEDLLINE
BHHEIICUYILTNVS
MSSO FZDLSBIITORBEBIAEFICLOTIRARBELTEBFERINTEY, IITO
MedDRA I -)VE BLGBIEEAILTVND, FAFEDEN - ZEEZFORIIUNEZRRT D1\
EUNDBEED . HEWNIHHZRKRT INEALNCT LB RN,

o[Failure (Ax#£) |&[Insufficiency (F&) |
MedDRA T30 figh. A FEIRkEs. B4 EEER RS Cld failure” & "insufficiency” [$R1Z&E LT
EHONTNB, [SOC; DIFES. [SOC; AFAEEFREE|. [SOC; BHLINREES). [SOC;
FEIR S, BE8H L OMEIEZE | T3 failure”(d PT & L. “insufficiency”’[d LLT ¢92% (f) : [
PT; A% (Cardiac failure)|E[LLT; A% (Cardiac insufficiency)]) .
“failure”¢ "insufficiency” DRI AN ICI>TEBZHENH D, HRAEZENSEZRERTHEIEER
0 DOAFZENSOEREBMUTVBHNEEENMESEEZXS (“insufficiency” 3 failure” &UH
BEEMEN) , COEWVEFAET B0 MSSO (E20 2 DDA EEOEBYEELEHS T
EARMICRZEELTURIZEE LT, MSSO (% <01~ MedDRA ¢ IFEB2EMETEIL(T
AFMLTVEN, RFRELTURIZEN, COFABED—EUER DL TRERVEBREKRTHIEER
N

«[1#E (Gangrene) |
Y (gangrene) BLUIEEM (gangrenous) Off<FEEFIERFMUNBESABED () :
[PT; EZM4EE (Dry gangrene)|) BEEREISOC; BRIESLVFLEFEETIAY)-EL
Wa,

[EXEm4A]
ERERLZEI—MLZEFEHRIS B ; [ Lanoxin®] TIAELYIFIV]) o
LA L. MedDRA BRFOMERIC. PT (Bl 5 [PT;, HEEYEZEE (Toxicity to various
agents)]) DEFEIYIBREICT 2L TRAINEARZERIAIANICINEIN TN,
o [FUIVXF]
FUIVXFEBESBVNTINARIVESSE (] : "o TlEE<"alpha”, “B"TlEEbeta") ,
o[ ANBICHkIZMHEE (Eponymous terms) |
A& (CHRSZFAREEEBRNICRHINTVNRIZECOAERT 2,
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5 . TPT;, EEHIHEERMEGEE (Mononucleosis heterophile test)|[CVY79 3[LLT; i
“WN2ZFNTAF (Paul Bunnell test)|,

e[Lesion (JRZE) | :
Lesion (JRZ) tOABRNMIZEIPT; MABEAREEZX (Glomerulonephritis minimal
lesion) | DLIITEZHIBZD—EBELTEDNTNSEE. HEWIILLT; A/FZ (Brain
lesion)|DESICEFMICFRAINTWEERIR THBIHECE MedDRA ADEXWIAHNE BN
%, LU, 20 lesion AZENBEED “disorder (FEE) "FRECA L CHEICREBRELBLSZIEBN
FRDHTHRGEICIFUE NGV, FIZIE, “renal lesion (BIRZE) "[EEEEDILLT/PT; &
[EZ (Renal disorder)) C1-T4V7 33N TES,

o [Lump (non-neoplastic) (& GREPMTEL) |
"Tump" N EFNTWIBEBRFEY I EEKRLEWN, ZNEOAERIRREBLAIERT SOC ES71
NU-¢93,

e[Mass (non-neplastic) (BEfE GrEMTEL) ) |
"mass"NEENTWIAB R FEW I EEKRLEV, ZNOOAERFEREBLIERT SOC 2 S71
V-t93, BEIBAUNRBED mass"AEXISOC; — - LEEZEHLORSEEDIKE T
71N¥YU-S0C &9 5,

e[Nodule ( (/) &8 |
nodule A"FS(CZM&%EXRT (full diagnostic expression) HaE (B : [PT; A EFZE
(Milker's nodules)|) %RE. RAIEL T nodule'2&OHHRAZEE MedDRA (C(EEMLA
(AN

o [Tumor (neoplastic) (&% (F¥E4) )
“tumo(Wr'MEENTWIAERFEY | EBKTEEE BN, “tumor"2~d PT [E[SOC;
R, BIREBSOFH T DALY (EELOTY-TEEL) | T731N)-E9 5, FKIREBAL
NEAREINTVBIHERIRIREBAMEZRT SOC Z2THYFIU-LT 5, BHEAMRFEIN TV
“tumor” FA 3& (3" B E AR BA(malignancy unspecified)"H' {1\ T\ HLT UYL TW3,
o[ SERM. BRMDFHE
TR BRERFODIITOIRE,FEENEFESSAREBOEEICIT T ROV AHEEAT 2,
FYUSBEICRoNZIMTOIRRE, EEERTABIIEMHE (SR BREOVWINTE) &{T
(39(C PT LAIICEEE T 3,
B« RMKVE. BREOREBEENS W PT; FREEGER T/E (Hypothyroidism)| 13 &
EmEEZ(TISIC PT &L, ZOTFOLICILLT; & XM FKBREEERE TAE (Acquired
hypothyroidism)| I'EEESIN T3,
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HEBEDOSIVEVIRELZRYT PT (CIX[PT; X MFRKBREEGEE T/E (Congenital
hypothyroidism)| D& ISEYHIEENEE (modifier) #1733, EEFEEDTV: LLT 288055
BLO PT OTFALICUYIEEZD(E MedDRA (CBRELEIN-IVTH B, 1EERZE(TD LLT (3. JtR
HHZNIBREDIRENHIR S AN BH TH WSS ICOH, HY T EEMERLO PT O
TIEMENS,
3 (XM, LR, BEHEEL) OREMI-TWABIFEIL L L0 RSICHE>TEEIC
V.8.0 TEEEITH I, BYDOARBILOVWUISHI-T-No0EFICHREW 3O TY MR- 1Ek
BECEEIBEITIS,
o [RU-TFIGE
BEORM, BEMFESNTOVRWRU-TEZE B : BRU-T) [E1S0C; R, BHLL
FMTHDFLEY) (FEHALLDKY-TEEL) |OFRTRIELCHFEINTNS, FIRISEIMNINS
NU-TAZEET R EDEEREERIR, S5IC[SOC; R, BHLLVFEHTHDHEY
(BDLONY-T78E) 121HhVF)-S0C L. ZNZFNEUIRRIBEMIZRT SOCESF
ANY-¢9 3, A SOC ATIEEHERPEZRYT HLT KVERMERT HLT VYT 3, Sb6IC,
[E | DIEEEEEEOIRY-THEEES % MedDRA (CIZRALEW, I-TAYJOF=0H(C(3:8E Y]
BEMEFEMOREOEREHIEZT S,

o [RTICRIT 2R

RCICEAIBREISOC; —# 2B EELL MRS DKEE CHFBEINTHY, Sblcthy

FU-S0C L TBES 2 F A EISHEAEFRT SOC (CUVILTWS,

B : [PT; ZEL (Death)|$1S0C; —A¢- LB EZHLLIREEEDIKIEZDHIIILTNS
. [PT; #FFEEIET (Death neonatal))lF[SOC; —MR LB EEH LIRS DA
B\ T34NV- L. 1SOC; #Fif, EAELLNEEDKEE =thyFU-S0C LTV
%o

RRIR. BEDILTCICRE1RT 2 HEIEFRIEEE (population) ¢EZXBNISOC; £Ek, EAEHL

DEEDKE = TI1N) -5, IHREDEEEFNEERINERKIRIECFEATIERE

EZ26N[S0C; #BFEEICOHAVYILTNS, MRESEEEFEERE LTOERIVEMBELANILOD

BREER, FINNICISOC; AHILOREEZF %TI3ANY-ELTW\S,

o [FAZE (Occlusion) &FAZE (Obstruction) |
FRAELT, mE, ATV Y9I bBLUNT-TIVICBES 2RI PT:LAILT Occlusion ZF L)
N
5 : [PT; AFEIHRETZE (Hepatic artery occlusion)|
Obstruction (B BE. WFk2ERHEMEUNDEBLITCOHAEICA NS,
B - [PT; XEBEZE (Large intestinal obstruction)). [PT; &2 (Tracheal

obstruction))
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e [1818 (Injury) & 15§ (Damage) |
&8 MedDRA EFiR4:#% (External MedDRA Expert Panel) T Injury & Damge OB
(CDWTHRET SN, MedDRA OF=HIIL-ILDEDHSNT, ZOI-ILTlE, MedDRA [CEW\WTHEEE
BERZREBEEIND, TEMSR(CBEITS Injury B&LU Damge FIEEDS5, EWISERETBIEN
AREBBOVA BN B WBDZERRL MEICEET 3R BEEMEVNREEER., 2R IBIAO
SOC 751N VU-¢9 3,

—h. EWICEEET BTN HBIHE (L. [SOC; BE, FELLIBEE HHE = TI31NU-L
T3, COI-IVICHEVAFEGICBRT2BGOREBEOV Y INEBINT:, [PT; 81527 M5
& (Cholestatic liver injury)). |PT; EZ&ZEFF#EE (Mixed liver injury)|. |PT; fF#5fE
(Liver injury)|($3EMMSMEE kTSN, [SOC; FAEEREZ%T71N)-L T30, [PT; SE
MFFIEE (Traumatic liver injury)|(X[SOC; BE, FEDLLIMEES HE|ETIA1N)-LT
%o

o [i5 (Intestine and Intestinal) |
K./ (small/ large) OEEMEEMTWEAREL. BBORIIFNEEL (K. /I\BB) TE%%
L. EEROEEEZEERLEW, FIZIE, [PT; MMELM (Small intestinal haemorrhage)].
[PT; A&~ (Large intestine polyp)|[3ZNZNH 1, RU-TOEIZRLH M, KY-F
DEEEZRIEDTEERL,

o [t HfE (Spine and Spinal) |
MedDRA Tld. B, E8 (Spine and Spinal) FBEEL[PT, BHFHELEHE/TE (Spinal
claudication)]D&3(C Spinal MR F IR ZRLTWVEVRYEBE (Spinal cord) KYEHE
& (Vertebral) P&ME (Spinal column) ¢REIFEELTHEHONTNS,

o [R&EFZ (Unapproved) JEIFNIRRSINTLEW (Unlabelled) |
MedDRA T4, unapproved & unlabelled/unlabeled [Z[EZ&F SN, FBHI L BICLOTEERIN
R GER (labe) FESNTVEVWSS BERERISERINS, BIZ (. RAROERL
(unapproved indication) &INJLFRRINTWELVENS (unlabelled indication) DR
(& AT ORZBEBLILTWNS © [PTs KFRZEDEIHICH T SERAIERA (Unintentional use
for unapproved indication) | B XU TLLT; SANZRIT TG BIHCHT T S ERIER

(Intentional use for unlabelled indication))

52 HEBREDAG

Bgh SOC OIRER : [SOC; MAIRE . [SOC; #HA2EHE|. [SOC; ARBLIAFESE
BOUYTEEFHTLRVEEEED SOC THH, INLD SOC [CETBMFEZD SOC DAYV
JLTW3, Bl5, MedDRA Ot SOC [CEYYTLTWAL,
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MedDRA TI-TAYJINET-IDIRRICEARERER. HARE., /AELEICREIZAE
EHEVWOTHNIE, INHDEER SOC DABERREIIV-ICVWNZRENHDZ, BIZIE. ImHTH
IREENNIFEIRFB(CEAEL THY. [PT; BB (Diabetes mellitus))|3[SOC; AHHLIF
BIEEZE|L[SOC; ASBEE|ICUYILTWAH, [PT; MiFTF UM (Blood glucose
increased))($1S0C; HgAAZE|(CLNM)YILTVEN,

(FHlE 6 : BMEFIADRR (BELRACEY M) ORFEESBINLW)
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SOC #HEADE (BEERAICEITSMEH)

6. SOC B ERKXAEBELNBICET HHEHR)
Bt
TNENO SOC TIZ, ZOMBE SRR (REIFH. FRPN. FLIFRFHLY) &5

HURBRE L DRNOEENRT-IREN AR B AEEOF A A EIOVTOES
(2N 0y

EZREEBZEORAEHIZREFIRO MedDRA Distribution File Format Document (52 &3 T
W3,

JMO 3% : HAFEIMedDRA/ EEARI7MIIA-NYMERISHR
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6.1 [SOC; MERHIVI U N\REE]

6.1.1 NIEE#E

A SOC OAEE(F. HLGT LAIICEWTE L LTREZ Mo EIN TS, HLT

LRIVTCE, AJRERIZ A INTRAZNESREZNICH S IN T\, fIZE, THLGT; &
MBLVFDEERKEE (Haemolyses and related conditions))|3. THLT, BZMFM%E
Ml (Anaemias haemolytic immune)]'BEDLI RAFZHICH BT 3AMIREEZRT PT 20
EEEHIZT B HLT THERIN TS,

LU, B8R, VY /ERB KUHRAE P B RFEERIED HLT (3, BREI2EELCKIYSESnTW
%, Xz, BEMARFMAEYO HLT [F. HBRFEICHFESIN TS,

D000 HLT (R BFARREICEELEIN-T LTI L2 BRHLTNS,

BIZ (L. THLT; #FEEEEZ (Eosinophilic disorders)||3HLGT; HMEKEZ (White
blood cell disorders)) DF T, £&LT (I LERTTREVD) KREMmAFRICEELEK DD
O HLT &EeBICTN-TFIbah T3,

6.1.2 HMYRDHBEELUHIN

B RFTEYCBIS 2REOBEBIEL. [SOC;, R, BHLLOFHMTHDILEY (il
BLOHY-TEEL) | HZRLBEORBBELRE—TH3,

PT U EDQUYNBEICBET 2AEDDFEE R.E.A. L. (Revised European -American
Lymphoma Classification)73*48(C%€ L\, Working Formulation classification (& LLT LAJL
DHTHEAINTNS,

DY NESLUEE. MIREEUYNRICEBRLTVNIEEDEEARIHENL, BR. ERXEES:
BRE[SOC; MEHLEDYV/FREZE = T7MNY-ET 3, LHL. UVINEIIBIATHYZOEY R
[CRESTLVELY,

6.1.3 BREBOBER

BMCHFEINZETORBEERRLEVOTHNE, THLGT; FEFMEE ML EFEHF
(Anaemias nonhaemolytic and marrow depression)](CIZ T, [HLGT; EENEIOEHE
(Haemoglobinopathies)) 8 & U THLGT; BHH LD EDEIREKXEE (Haemolyses and
related conditions)) DIRREE R INETHB,

BRI, HIMERRSFERRLEZVOTHNGE., (HLGT; FEEESLLOEHMMEFLR (M)
AP EEERS) (Coagulopathies and bleeding diatheses (excl thrombocytopenic)|$
KUTHLGT; fi/vijEZE (Platelet disorders)) (FRlCTHLT; BMRiHLIE
(Thrombocytopenias))) #1RFRIBILEERINETHD,
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6.2 [SOC; DEEE)

6.2.1 NIEE#E

A& SOC (L8725 HLGT 00483, —ERIFEEIFELE (OARRE, &, DIREE., BERE
BELUOFAERZRE)  —HIIFEEBEFNELE FrEY. FEIR, 02, EXREOEREES
CICOEEMIRSLUER) (C&YITHNTVS,

HLT @FEZHCHEINTVBY, FEREEZ(COVWTUIAEDEEEBALICIG UTHERIZMICD
FINTWL3,

622 mMYRDHEBEELUHIN

FRMEDDEREEINTUHLGT; £XME0EF (Congenital cardiac disorders)|[CHFES
NTW3, -7, THLGT; ©0JaHEEE (Cardiac valve disorders)||CIZFERMEEFEINT
WEWOEF EREDHAEE AT,

—EHOEREEBICLOESLCMEONSICEESZEDNH BN, INSOAEELISOC; 4
GEEZE|\DHLGT; #£XMOEZ (Congenital cardiac disorders)| O FOIHLT; DM &%
BEEFZXMENE C (Congenital cardiovascular disorders NEC)|(ZUY T LT W3,

DEN (ECG) DRERIEISOC; LUiESI3EFNT. [SOC; BAKREIOIHLT; ECG
#E (ECG investigations)||[CEEHHNTNB,

B2 0EBFHLGT, 0MOERRE (BFREZE) (Cardiac and vascular
investigations (excl enzyme tests)|DF DIHLT; #48% (Cardiac auscultatory
investigations)|ICE L. [SOC; BG&EE | IZHFEINTNS,

OB, BT, FEIR 2R, B E E EARELS CE failure” & "insufficiency” [FRIZEE LTEHDN TS,
[SOC; O fEfEEE ) Tld failure" ®AEE(L PT (. “insufficiency’ DAL LLT (CEZE SN
(B = [PT; £F2 (Cardiac failure)| ETLLT; 4% (Cardiac insufficiency)]) .
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6.3 [SOC; X, REMEE SV ERERSE )

6.3.1 NIEE#E

A SOC MAZE(E. HLGT LA T, FELTUEEIFRICHFEINTNS, 2O HLGT LAV TO
PHAIL. AIBeIG A THLGT; X MEAIEEREE (Hepatobiliary disorders
congenital)]. |HLGT; SEXMARBEEE (Endocrine disorders congenital) |58, £1K&
LT MedDRA [CfEEREN TS SOC 0D FEZ KT 2EDEB>TBYZNZNDR I K IE]
WMFIENTWNS, 2L, THLGT; REMB/EEHLVEZEZFFrY 77— (Chromosomal
abnormalities and abnormal gene carriers)|. |HLGOT; SEXMHLEGHEZENE C
(Congenital and hereditary disorders NEC)|BEOWNCTHLGT; SEXMEMIEEEE
(Cytoplasmic disorders congenital||3BINTHB,

HLT URIVCE, RIBERBRY S F EO S HEICISUTTHLT; SEXEFRRESE (Thyroid
disorders congenital)| DFk(CE (CHEN < FEIN TS,

FREZ(CHFETERN HLGT BIZ L. THLGT; FXMEAFHELOREEZ (Metabolic
and nutritional disorders congenital)|i3¥ |3, THLT, £XMEUNECHEEE (Inborn
errors of bilirubin metabolism)|[CR5N3KL5(2, UV 793 PT BIREEILIG LTI -THlFsn
TW\2, F-THLGT; FEXMEBERIELLONEFLEINE (Infections and infestations
congenital)] CIETHLT; SEXMMERFR (Bacterial infections congenital)| DERICIRK 4
Y07 (1B%) THILNTVS,

6.3.2 mMYRDBEELUVHIN
MedDRA T, XMW AR, BEMNICZFRINISGEEICERFICRELSE
£2%. HEBICHEELTWEIARTOREZEKRLTWS,

FRE, REMESLCEEEEESERT MedDRA AZEEDFEALR. O SOC ICBHELTL
%, LU, MedDRA @ PT (£F— SOC ATIE. —D® HLT [CLAVB T 3 ENTER W8, Ih
SO HLT FHZEEORTERANICEROSHIFIBHEEICILUTERIN TV, £z, Ih
SO, BIC[SOC; XM, kLS EGIREE | 2T531N - LTW\BH, LS
EDEELTEAYFIU-SOC (CEUVILTWS, BIZIE, [PT; SEXMEH | VIERIE
(Congenital HIV infection)]|I3ZUD®D SOC [CUVTLTWBH, [SOC; FEXME, KiklEH LD
BEREZ%T517)-S0C &L, hYFU-S0C &LTISOC; #Fk, EMEHLDBEH DL
|, [S0C; #EFREZF HLVIS0C; BRIELLIFERIEICUIILTNS,

TR, BRERF QI TOIRREEENFES DHEOEELF T ROV ADEERT 2.

FUSERICRONBIIT DR/ B LR T AESEMEE (qualifier, [FERMIFE TR ]
DODLWIND) ZHFETICPT LRIVICEEET %, BIR IS, FRARHEEE TERERMESVERRIED
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BODOFEEBENZ N NS, EEEENMTSIN TWEW FREREEE TN PT (CEREISN 3,
FAEEEDOLVEWIREE, R EBIIEMECFZOBON PT L3, FIRIREEEETEOHITE.
FUREBEEMEVNEREDT I TEI R I EWEMEEZ LT PT ELTWE ([PT; X
BIXREEEEE T/E (Congenital hypothyroidism) 1) . 1EEREEDfTW\: LLT Z2E8REEH LD
PT OFZICUYIEE2D(E MedDRA ([CBRE LIV TH B, HRIEEEREDTDDHKIREA
FERBETGELILTVRHZE DA, EERETE0 LLT ANBMNNEEN3, BE&ET 28 F:E (%
KL TRRMEISSIMERERLOAE) (L LEOERYRDICH>T MedDRA N-J3Y 8.0 T
BN, EBYOBECOVWTISHI-Y-No0EF IRV 3EOTY MR- R TR
na,
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6.4 [SOC; ESLURERESE

6.4.1 NIEE#E
A SOC OAZE(L. &9 HLGT LA TREZHAEERMG (NE. fE. RE) 3ICoFEIN T
%

HLT LA TR, BEERECEIIZHCAMLSNTVRY, mEERRENZZEDHD (1 :
[HLT; #EERLLOHEIE (Middle ear infections and inflammations)!)

SRMUEEL, [HLGT; SSXMELESE (#fEZ8<) (Congenital ear disorders (excl
deatness))] (L 3ESN. HLT [CEV\THEZ (T2 SN2,

EAARFESNG WA, (HLGT; EEMEZE (Hearing disorders)) [ FEINTNS,

6.42 HMYRDBEELUHISN

HEWICET S PT (L, BEEIFHREPAIANICEZE T4 HLT O FALICEEESNTNS
(B - [PT; FHDRMEFHEY (Benign middle ear neoplasm)||3. [HLT; #EEZFNE
C (Middle ear disorders NEC))D L)

RPFESSUORIES. HLGT; AEEE GEXMEEZZE<) (External ear disorders
(excl congenital))|. |HLGT; #EEZE (GEXMEZFZE<) (Middle ear disorders (excl
congenita))) B&UOTHLGT; ABEBLIE 8 it #EfEE (Inner ear and VIIIth cranial
nerve disorders)|TF @O HLT LN THFEINTNS,

B4 (Pinna) (¥, BEE (lobe) 2&H. BEOEBED—IPEEZISN, T51YU-S0C (&,
[SOC; HELOHBEE|THD,
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65 [SOC; Ny bESE)

651  SEEE
AP REE X ZOOFRAMNBEZS CEIEHESINTVS,

E—NFEA KL, HIHEOADMERERT HLGT OF T, BN ROEER2DHE
HEICKY HLT 2959 %E0TH 5, BIX1E. [HLGT; F/EMEE (Adrenal gland disorders))
(Z13. THLT, BYERE#EETT#E (Adrenal cortical hyperfunctions)|. |HLT; BYE R E#E
BEIEF (Adrenal cortical hypofunctions)|. [HLT; G/EEEZEN E C (Adrenal gland
disorders NEC)|. |HLT; SIEHEEEZE (Adrenal medulla disorders)| 6LV THLT; SY&
FTEY (Adrenal neoplasms)| D EENTNS,

[HLT; BYEMEZNE C (Adrenal gland disorders NEC))[CI3BI B DR, 5. BLU%
REEECEAELERBEIEENTVNS, INGOAERZNZENRE, 815, ERMEEZED SOC
WT54VY-TH>TISOC; ALBEEFIND)YIEENYTI-TH2,

BZ0ONEA L. THLGT; AR BELDBEREEZN E C (Endocrine and glandular
disorders NEC)| W THLGT; fEEHHLOZFTHARBIEE (Neoplastic and ectopic
endocrinopathies)| D&, MDA D WIRICHETZEEZTIN-THLLTNS,

THLGT; AR #bLARBEREZEN E C (Endocrine and glandular disorders NEC)|D
THRIOIHLT; ABBEZNE C (Endocrine disorders NEC))[ZI3FERIES LU EHPEE(CBE
FEUEAZEMAVIU-UTELTA SOC (CEVYILTWNS, [HLT; ZEREAS PEREZE
(Polyglandular endocrine disorders)| (I3 ORI ERICEET ZIREICBEI2RENEE
nctna,

[HLGT; MREEGEDA D BIEEZE (Endocrine disorders of gonadal function))(ZI3 5814,
., MRIFERE. LU BEHOMEEEEES(CEATZAENSEN TS, INEOREEDZL(E
K4 DEENFEIRTZRERND SOC #FF1VU-E L. AMREZED SOC HMZAYFIYU-EH2T
AV

652 HYROHEBIELKIUHIS

FEPRIRICBIET % HLGT =285, — DM, #ERMA. ES LU MABRED HLT & T ALICF
DIHLGT; #EBRHEE BEREEZFE) (Glucose metabolism disorders (incl diabetes
mellitus)| THY. D—2D(&. BERFBDEHEZRFESIFMSHASL Lz HLT 2859 %HLGT;
BRI EHHE (Diabetic complications)| TH5, INHZD20 HLGT 3EHEHMDY Y I%F>T
HYISOC; AHBLORELEZICEYYILTNS,
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BER R ZELISOC; ARBEE | T71NY-tT5, — . BEADWEZIISOC; FHkE
E\%T73MNY-ET 3, AP DA MEESNEVAEIZISOC;, BEHBEZ|%*T7M1NY-¢d
% (B : IPT; FEfEZ (Pancreatic disorder)]) .
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66 [SOC; IRfEE)

6.6.1 OEEEE

[SOC; REZ|L. REEERFNELURBRIZNEEICLYSEINTNS, HLGT OE L4548
(& RREBEBF(CEDIEDT, FIZIZTHLGT; AREBEER, FIBIEKXDBLILIE (Ocular
infections, irritations and inflammations)|. $3WXIHLGT; AREFEH (Ocular
neoplasms)) TH5, MEEBFHHLUREEZON A OEELERA LS. IROFED
ERICRIRTIEE. FIAL, RETAEBOBERE L& - M. HBVIHEE - IRiSEE - 58 715
BREDMERELHMTHS, 38EDRBEEFINSFEICES HLGT (& HLT LA TRESIFHY
[CHEEINTNS,

BIZI1E. THLGT; AREK#E#HE (Ocular injuries)|\JIZTHLT; AfE#5E (Corneal injuries)|
UYILTW3, IBREEEFZ NS IUREZHON S OEELEA Lz HLGT TlF HLT (LFI(Cf##
HZHCAFEINTVS, IRER. FEE. RBOEEEA SOC [CEFNZENZNEYLIRRREES
%0 HLGT O FICEEEEINTWS,

THLGT; SEXMREEE (FRAEZFRS) (Congenital eye disorders (excl glaucoma)))
(F. MAEZERE, 2 TOHRKEDRODEEEEATWNS, [HLT; SZXE#RALE (Congenital
glaucomas)||$THLGT; RAESLLERESE (Glaucoma and ocular hypertension)|(C
NFINTWVS, L RMEDRDEE(CEATZAERETSOC; REZE|2HyF)-UVTELTL
Bo

[HLGT; ARESEEENE C (Eye disorders NEC)||Z[3fEEIFRH B\ IREEEFZMICHE
SNz HLT ANEBELTWS (B : THLT; BEEZEN E C (Corneal disorders NEC)!) , Z
O HLGT [CIMHENEFEDEFMBE L. K SOC O HLGT DFEAER(CIEE TEESH VR
DIEEICEY 2RENEEN TS,

[HLGT; #&EEE (Vision disorders)||3fRREEBRF MY HEINTSY., [HLT; HHE4
HEZ (Amblyopic vision impairment)), THLT; A RGIH L FETHEGEIEE
(Refractive and accommodative disorders)]. |HLT; BEZE (#XKEZ5E) (Colour
blindness (incl acquired))). |HLT; BBHEZELLV%E] (EEEZEZ) (Visual
impairment and blindness (excl colour blindness))| DL HBREEEDHREA L >THFES
N HLT A FRLCEEESN TS,

[HLGT; RERFFEY (Ocular neoplasms)) LB HLT (L. BB FICKYIRRELE S
([CHDFEIN TN,

2 SOC [CHRFIPEIICREE LI R fE
DREE(CBETIAEDRRAPT -

%8 (HLGT, HLT) &3S EESNEL, ZN6ILER
RN EEEEZ X DI EICERTHD,
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¢l
SOC MRRMEE. [HLGT; RIPHIEFEHIESE (Neurological disorders of the

eye)]
SOC ARELUARLE. [HLGT; RELEEFHE (Eye therapeutic
procedures))

SOC —fi%-25EESLCRSEBLIOIREE, [HLT; EEEZFICEELEREFHE (Eye
complications associated with device)|

SOC 1BE. FEESUNBAHIE. [HLT; REPHLIBELESHHE (Eye and

ear procedural complications))

SOC ERFRIRE. HLT; REEEZHE (Ophthalmic function diagnostic
procedures)), THLT; AREK/HEEMRZHIBHSLERIZE (Ophthalmic
histopathology and imaging procedures)|. |HLT; BEFHIZEZED L5 EFRD

ABE (Physical examination procedures and organ system status)]. 8&UOZDTF
SO PT; REMEEEE (Ophthalmological examination abnormal))

6.6.2 mMYRDHBEELUHIN

[PT; %47 (Blindness)|l&. THLGT; #EEZE (Vision disorders)]IZVV7LT\W\3, BEHfE
ELLTDEBEEZHEELLTOXBEXRNT 20, [PT; HEEZEZE (Sight disability))
(BENEELLTOEE) RISOC; #RFEICUYIL, [PT; X8 (Blindness)| (EEFH

fEEELCOER) X[S0C; REFLISOC; MIRREE]CUYILTWS,

[ERER | IFERDEED—ERE L THFEINTVD, —XAICERERICBS:E T 2AEX[SOC; RES]
N F31XYU-SOC TISOC; B/EHLINE FRBEZENtHYF)-S0C &> TNB,
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6.7 [SOC; BBEE)

6.7.1 NIEE#E

A SOC ClE=2DR$EEZHA LTS, AREE. HLGT LAIVT, fREER!. mMEF X (EmRE
FHBDFEICKYFEDONTVNS () : [HLGT; EENNZTFHLIEFDHDIEEEILE
(Abdominal hernias and other abdominal wall conditions)]. |HLGT; &1t & &R
(Gastrointestinal infections)). THLGT; JH1L EBBHLOFA (Gastrointestinal
ulceration and perforation)]) . NGO HLGT (JEEEIFHERAI X (IREDY T4 F (Lo
THLT (D INTW3, FIZIETHLGT; EEEER (Gastrointestinal infections)|(Z(&.
FREIFHEAICEICHLT FIFBLVER. BB BERE) n'&dIn. [HLGT; AL EES
BLOBEMIEZ (Gastrointestinal motility and defaecation conditions)||ZI$THLT; &1t
EXF£T (Gastrointestinal dyskinetic disorders)| i3 DRAE%R R Rd % HLT A& EN
T\, TEYICBEI 2L, [HLGT; RIEEIEERH LY (Benign neoplasms
gastrointestina)) B LU THLGT; EBMDLOFMABDELEFEYNE C (Malignant
and unspecified neoplasms gastrointestinal NEC)|O—20 HLGT [CUY7LTW\%, ZDfs
O HLGT 35 ZRIEBALICE DENFEINTHY., BIZXTHLGT; OEAESE##%E (Oral
soft tissue conditions)) |13, BICEEH 2 ELEIHLT; OFRSLOOZREE
(Cleft Iip and cleft palate disorders)|. JRREICKY N FEUETHLT; OARBL A EE
JERE (Stomatitis and ulceration)) 8 &V ZOMEBEBHEDEIHLT; LA Z5HE#E
BLOBEE EE (Oral soft tissue pain and paraesthesia)] V& EN TN\,

6.7.2 HMYRDBEELUVHIN

A& SOC CIITHLGT; JELE B4R (Gastrointestinal infections)|E THLGT; JE1E EXIEHE
Z& (Gastrointestinal inflammatory conditions)|[35)® HLGT &SN TW3H. fbd SOC
Tl B EAFEISOC; REZE|DIHLGT; AREBEFR, FIBIERKLLIHIE (Ocular
infections, irritations and inflammations)) D¥EIC—20 HLGT O FICEXEHHNTNBRI LN
Z\\, B IEEIIISOC; ARBEE2TI31NY-ET 3, BASREEIIISOC;, EHE
Z|&TI31N) -t 3%, AR DA MNFESNGVAREEISOC; BHEEZ T/ )-¢d
% (B : [PT; EEf#fESE (Pancreatic disorder)]) o

[P (Perineum) |DFWARERISOC; £ RILVAFEE|SSUSOC; ik, EEL
L OB ERDKEE = EHEOND SOC LUV I T BRI BN H S,

FHROI&E2 (Perineum) |DfFTWERENEINMEFINLIGECE T-A/MT-ATREETE
EZ6N35 SOC [CUVTEEETEET S,
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6.8 [SOC; — k-2 5BEFEEIVUHREELDOKE]

6.8.1 NIEE#E

A& SOC [ClF. ZOFFETRVINOE— SOC [CERNETETHEVWAEEH BV IEHDIEZ R SOC
(CBEHETZIEFEMNBAENSEN TS, HLGT [IFERFHEDEE CRENGLVIERED
IR REEMRIG) FEIPREFHN E@ER. BEES) CoEINTW5, Znzhon
HLGT O F{I® HLT [FE &L TRERCHFEINTWSY, THLGT; RSk
(Administration site reactions)|[$BINRIICEZ 5 R GEREBAL. IBHAHERAL. FEHTER
i) T. Ef=. HLGT; BELIZIRBELDIELEFITHE (ZFHEERS) (Therapeutic and
nontherapeutic effects (excl toxicity)|STEBI1TRICHEEINTWNS () : [HLT; #&Z1F
A (Interactions)) 5&UOTHLT; JEBFHIZIR S LOFEEBZERIZIE (Therapeutic and
nontherapeutic responses)|) . |HLT; EEHIZIR DL IEEEHIZIFE (Therapeutic and
nontherapeutic responses)| [SHN=3 &AL HLT T, bOFEFED HLT [CEDFETER
WHREEDEI2BNERHTVNS (B : [PT; EEAEGZERT (Therapeutic product
effect decreased)). |PT; EIRHI (Drug ineffective)]) . ULHU. 5FEDEF, EFIEES
I8, FFEDFEIRAAL, FFEDIKREICEELZFAEIF MedDRA OBIFOEREEDI-IVICHE>TEE
SNTW3 () : TPT; IXFOTVEIER (Oestrogenic effect)] |3 FIRER (1% RI[SOC; A
SHEZF)OTRIOIHLT; BREEDASBEEN E C (Endocrine abnormalities of
gonadal function NEC)|D#H UV ILTNB) ,

N=J319.0T, BEGEESLUVEEEIRCEELEIIN-TREN, HZSOCHhLIEERR, I
2% (non-clinical/ non-patient) LB 22 & & HB=HLEMINTFHHRISOC; HFDET
Bl IBEEIn, E4NICE. 5FOHLT (THLT; #agd:5REBEICETERIE8 (Product
contamination and sterility issues)|. |HLT; HagZ&r/cfid5/75&8 (Product label
issues)|. [HLT; 27 &#/ICET 53R (Product packaging issues)]. THLT; Zag#lElc
B9 3/ (Product physical issues)]. |HLT; #igia&(-fG73/7&N E C (Product
quality issues NEC)|) & AL DR BMECET2HLGTA . [SOC; #az D788 DT i
OFRIHLGT; #dgaml, 5. B, HESLIDBEZATLADRIE (Product quality,
supply, distribution, manufacturing and quality system issues)| &SNz 2 MFRES
na,

S5, 2FT 840 HLT ([HLT; E&F#ZEDIVE1-5/I0B59 378 (Device computer
issues)|. |HLT; EZEEZFDETHIFIE (Device electrical issues)]. |HLT; EZEEzD
TEEICET B8 (Device incompatibility issues)|. |HLT; EAFEEZFDIEHHHICET
B[AJE8 (Device information output issues)|. |HLT; FE&Ez/Cd3A&EN E C
(Device issues NEC)). [HLT; EZHEZ#DBEETRNE C (Device malfunction events
NEC)|. THLT; EZEEZZDIEELDEIEN E C (Device operational issues NEC)].
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THLT; E&ZEZDYEELIHLDEZHIETE (Device physical property and chemical
issues)|) ETNIICEDIHLGT; E&# #0578 (Device issues)| I SOC; #agDfj
&I BEEN T,

6.8.2 HMYRHEEELUHIN

A SOC LIBT3 PT ORI, #0HD SOC (CEIRLTWST8. ZNODAEEZNZNAIEEM
DH 5D SOC [CEFRRT L, ZHDEE) VIICKYVRELEZELEBZENAHZ, 2018, (F&
AED PT Z1SOC; —A#R- 2B EFHIIREFHBLDIKEECDH) YT LTINS, L. BRENT
0 PT BHIAMCEHVFU-SOC 2#:5-TWN3 (B : [PT; ZE57E38(1Z#E (Injection site
atrophy)||$1SOC; —A¢- 2B EFEHLIRGFILDIKEEETI1VI-LL. [SOC; B, #
ELLIOMERHHE | HYH)-SOC £LTWB) . Ffz. & SOC BT 2%<D PT (§. ZDH
BOFRFMEE L TERMIZ R E CERWEE THAHEIE L (EHo TV (B - [PT; &%
(Fatigue)|. |PT; fEEE (Malaise). |PT; FRE¥ (Discomfort)]) .

[LLT; E#i& (High temperature)|l3[SOC; —ft - £ BEEHIORGFEBILDKEE]C)Y
7L T3, MedDRA OERYADICHER L. COBER(LISOC; BARE|CHFESNS (BD5. Al
ESNEHEEEZS) NETHHN., [BERIEORBLEFALDHERAIPT, £
(Pyrexia) & B LTEDNS 0. [SOC; —¢- 2B EFH LIRS DIKEE [CEEINT
W5,

[HLGT; E&Z#EZICERZELEAGHE (Complications associated with device) ||3E R E R
DHEELMHDIEEKREZFERPCEE CHRINERICEEEEIEROERCLIBERNLGER
(consequence) ZR9FEEII-TILLTNE, —iREYIC, EEFEIERS(CRIES ZHEDOELIEE
PT LRI TERINBD FFEI1TON BRI PERICEET 2L ZOTUASEEE LLT

LRI TEREINS,
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6.9 [SOC; HFHERESE)

6.9.1 NIEE#E

A& SOC OAFERMEOM) HLGT [CHEESNTWS, ZO35=D20 HLGT (3, ARIFLERALICK
UasEan., IR EEIREEZ KT S HLT [CHOSNTW3, FIZIEZTHLGT; AEFRESE
(Bile duct disorders)]|_(3. THLT; AEEBRPLIKIE (Bile duct infections and
inflammations)|. |HLT; BJZEMIEEEE FEYICLIEHEZLFS) (Obstructive bile
duct disorders (excl neoplasms)| B KU THLT; JBEDBEEDLLDEZDMDIEZ (Structural
and other bile duct disorders)|5¥® HLT B&FN T3, 7%Y—D20 HLGT [Z[HLGT; 4F
HEEFRFHEY (Hepatobiliary neoplasms)| THY, HLT LNV TREME. BESKUFEMAEO
=DIIRFEEINTVS,

—f&IZ[E" hepato-biliary”& "hepatobiliary”® —FEFEOREYH A LSN TLSH, MedDRA TlEk
IV FHFREFREFHEOREICHE L hepatobiliary” DEEYERB LTS,

OB, BT, MRS, B E EELEEES Tld failure” & "insufficiency” [FRIZFE LTUEDN TS,
[SOC; FFAEEREE| Cld failure” (& PT & L. “insufficiency’(d LLT £33 (5 : [PT; AF
%2 (Hepatic failure)|\ £ [LLT; FFEBEAR £ (Hepatic insufficiency)|)
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6.10 TSOC; RERESE

6.10.1 SIEREAE

& SOC OFEEIIRRERCHFESNTWS, HLGT (&, [HLGT; ZLA+-14%F (Allergic
conditions)]. |HLGT; HE#REE (Autoimmune disorders)|. [HLGT; #ZEZEN E
C (Immune disorders NEC)| KU THLGT; EEFNLAEMEEF (Immunodeficiency
syndromes)| T3, HLT LN TR ZLIIHREZMNCHFESINTVEY, THLGT; HSZ&ZE
Z (Autoimmune disorders)| D TFHI0D HLT ($FEEZICHFEINTNS,

6.102 HMYRDHEBEELUHIN

[HLT; #ZFLEZENE C (Immunodeficiency disorders NEC)|IZ[ERFD (well
defined) ZREFRBEARALEEZEOHANEENTNS, O HLT (CFEELBZINTO PT 22U VIS
B2LZOTN-TEEBTENELTUIEKRICBYTERRHICUYITS PT ZBRELTNS,

BABEE RIS OB RZERORIGEEZAONSNDT, ZOEEMERISOC; #EFEZ %T
VY=L ZNTNORRELO SOC 2hYFVU-ET 3,

A SOC Tld, ZOERIEFIEICKY BEEAD B ENRH TEHLFEL TS, FIZ X THEEHER
&= (connective tissue disorders) (CBSEI2MAEIE. &~ SOC OIHLGT; HC##REE
(Autoimmune disorders)||Z V73 2L RIRFC, [SOC; BB 1EFRbH LI EHBIESE| D
[HLGT; B8 HHESE (EXMEZFZEF<) (Connective tissue disorders (excl
congenital)[CEV VI3, I6IC, BIET B2 5 SOC [CEUVIL. BEZDiE2EHI SOC &~
Z1YY-S0OC ¢LTW3,

BIZELTPT; N=-TXMEZ (Lupus vasculitis) |3 T DR 6-1 DEOIBYVIEFITNS,

& 6-1. SOC; RERMEEDHINEIVIYROHBHDHIT

PT HLT HLGT SOC D> ItERl
L EBERS LD
BEXENE C = MEEE 7543~
| A “
W~FRl | TUFVR-FR (B T\ BEBELLY \
y N (EXMEEZE IR ) VD
B £20) AR
1239,
TUFVr=TX
. HERREE | REREE | thyu-
B DB LS " v

fl2. & SOC BT 3REFZM DB I -TICE. RREZ<OERE VI EFDAENHS,
AL, BIEEE R GICEET 34 Dh\D PT (X[SOC; B, FELLONES HHE|OIHLGT;
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ECLBIEEHLOEHHEN E C (Procedural related injuries and complications
NEOIZUYILTWSLRRFC, BEDSHZRREIFLRIRERAIOD SOC [CBUYILTWS, F1e.
[SOC; #ZFEZ|OIHLT; BE# (Vasculitides)|l&. —ATISOC; MIEEZ DI -F
& (B8 : [HLGT; MEFRELVHIE (Vascular infections and inflammations)]+
DOIHLT; mEXNE C (Vasculitides NEC)|) HIZFELILIERAEZELTNS ; ZOTHLT;
MEH (Vasculitides)|(Z)V7 LT\ PT ($E8EDH 2SI F AR EAID SOC [CHEYYILTWY
Bo
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6.11 [SOC; BRFES LUV FERLE

6.11.1 HIEREAE

A SOC [FREESSUBEEIRAEICEIT 2B EINH DI -IHDFEE L TR SN, T(I0 HLGT
SR ECERLTWSREGODEECEDINTVS (F : [HLGT; MEERIE

(Bacterza] infectious disorders)|. |HLGT; EE/ERIE (Fungal infectious disorders))$

SUTHLGT; NEBFELEYBRIE (Ectoparasitic disorders)|) . HLT UNIVTE, FEALE
DHE. BCHE. RR EBSSOVMNAELEE (Genus) J[CEVHEHIEINTVS

(%) : THLT; #2243 (Candida infections)|) .

TRIEARIC LB D FE TR R EAIIC Lo TR LTVWBBREZ O EXEHDIIN-TICT
518, THLGT; T BILBHRGBICLBEERIE (Infections - pathogen unspecified)] &\
2R HLGT (3. mRER TG 2SS U T, BREEEIIN-TT2EDTHS,
Z0 HLGT O FIZRETHLT; BHLCNEEE#R (Bone and joint infections) | D& 32—
AR B9 R B F R EBALICRE WA FRMT SN T WS, LU, FFE DTRRIEICEE R T 2F 5% LR E
BRALICE DR BT BEIF BRI CIIR<RIRAEDAIRCKY D EIN TS,

6.11.2 HMYRDHEBEELUHIN

A SOC [LHBFRED PT (34 SOC BTV -,H2TWBA, EODDFINNHY, ZO—DIF.
[SOC; SLXM, KEEHLLEGIHEZ HEUS0C; B, BHLLDFHTHDIFEY

(BEABLKY-TEEE) 1IC6VV %R PT THY., ZNISIORFIE SOC 2EhYFY-¢
LTW3, RIC. THLGT; B¥REHEFEIE (Ancillary infectious topics)] DT DIHLT; &¢RE
DRIEMEZ (Inflammatory disorders following infection)]IZVY7LTW\% PT Q%D
B, CORFAE SOC #hyFU-ELTW3, £1-THLGT; EREZEZEIE (Ancillary infectious
topics)) [C[SBEEIE L IBFEREZOENERY PT BEFENTOVAEWA, BRI IEE (CHER
BR0$H2 PT. FIZILIPT; GREREEFY— (Infectious disease carrier)| 5\ 3Rk
ROEEEAZERT PT (B : [PT; ERG&EHE (Air-borne transmission)])  BXUREFE
ORIEMZRLBERT PT (F : [PT; YUVFE (Rheumatic fever)]) &7 IN—T1 S 3154
(I5NTEDTH B,

“~itis” THDBEEET. BIZRIZIPT; BHAE (Tonsillitis)| DL ICZORENRY CHEREIC
BR(ICEBAELTWREZEZBNBED(EA SOC (VYT LTWS, £, [PT; ZhF%E (Arteritis)|®
SSICEANEH TEIEEICKIEICEELTVNREEZIONZEDIE., ZNZNORIBEB(IZRT
SOC IZUYILIS0OC; BRIELLVFERIE|ETIANU-ICUIILTVNEL,
—RICOBEEAEDIE |E HLT LAV TREN (B : THLT; v7I75XvEE#R (Mycoplasma

infections)!) . —7h. [BIEIRBREEALZE BRI HRER PT LAV THFESN (B @ [PT;
YTIT5XVIEEZ (Pharyngitis mycoplasmal)l) . [B & REERAI RUTTE]Z—EEEL
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TRIFEEN LLT LANVICEEEBINTWS (B : [LLT; A& v1IT7XVIEIGES
(Mycoplasma pneumoniae pharyngitis)|)

"sepsis (BRIMAE) "& “septicaemia (BUMMAE) " MedDRA O CIEXFIHESTHY,
“sepsis”ld PT T. ZNICHIET S “septic(a)emia”’ld LLT THLLNTWS,

12 (gangrene) F(3TEM (gangrenous) #E5AEELISOC; BRIEDS L EFLEFIE]
2TIANY-ELTVBN, BAGNCIERR ML N ZEDRBIN (B : [PT; ZMEE (Dry
gangrene)]) T. 2 SOC [Z[XUYTLTVEL,

AR SOC OHTIF, R AICBITS PT [FERALAID HLT TIRIAL BFEORALBLME D 4E
AI®D HLT (CUYTLTW5,

6.11.3 HRIEFHOFER

B R R EIRFRT 57251 MedDRA AREEEIRYT 3I5E(CIE. EREEE, BFIIIAELUM
OMFEICEET BRI BN HBIRREE B INETH D, BRI REATEMEDHBRREPE
2T 5 AEMERZIMFIORE (B © HIV B, EiEBE, SliimieEis, Btk
£ LFEE, INF-ofBERIE) | #ilg, X/ +5&8 (RENGREEORITOZEL) (2
SO TELEZEEMN B, FTRAVIC. [SOC; BRIELHL O FERIE| LB CRANBZAE
TH5o

HOWEHD FEMEOSE) BRICE. [SOC; BRIESLVFERIEITOHBAEDHEE
RINE+9TH53,

[LEFDRZRZEMT 35S (L. [SOC; BRIESHLVFLREIDTOREREEZRELGEVA
(B : [PT; fig# (Pneumonia)l. |PT; BCMIIE (Sepsis)|) &&H-2REEZRRICIER
LTE

&W, EBIC[SOC; BAREIDTOIHLGT; MEMFERISLIMEZFIEE (Microbiology
and serology investigations)|[LHZEERRER EOHAES. BEITZIHEELLTEDHTELL,

LUF OBIRO&S BT EDIRREEIR HT BTH(C, RERAFEEENMLTELL,

o BIERG HIV BAZESB(CIE. [PT; ZEEFERLZERIIEMRE (Inmune
reconstitution inflammatory syndrome)||[CINZ T, THIV], TAIDS], [CD4]. [T
UYNEREEE LD PT ZRZRSEMLTELL,

o [HERBHEVEMSRMIEBEDREREZIFETSICIE. [#BHE (transplant. graft) &L
SEBAMTVE PT 2EALTELL,
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o BEMNGBMMERBERTEIDICL [SOC;, R, BEULLIFHMTHDIHLEY (Fh
LY -TEEL) 1R L. iFFEREAME P2 EEORE R £ U 2 RAVEIRIC
BhET 2 OND PT #RFE(EMLTELL,
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6.12 ISOC; BE. PESLUVLESHHE]

6.121 HIEREAE

AR SOC I MENBEZHNEROFTERLEZONSGE. hE. EREIEFCLSEHHE.
WEICLZEHRELRLERTAEEH LTINS,

MME. bE. WBAHE(CEZEEISAHERISOC; B, AZELLIMNESHIEZTI1N
U=DY7ELTWB, LML, D IREEANMEICESET S, BIZIEIPT; SEFFHNEIC LB EAFHE
#5815 (Facial nerve injury due to birth trauma)| 3 E[IBINBICISOC; ik, E#EHLLVE
EHDRE ZTIAVI-ELTNS, E5I2, BITEELALDEE . BEISREAL, & SOC #7531
NU=UD T LTVBH, BB PBEMERELLZBINEISOC; HEIERDHLIEEBIE
E |5 TI1V)- LT3, THLGT; ##E. 1LZERIHEELLIFZE (Exposures, chemical
injuries and poisoning)|DFDIHLT; #ZESLIZEM (Poisoning and toxicity)|(Z) VL
TW3 PT (374 SOC £751VY-¢£LTWBH RN AERTZPITRINTWBIEEICE. 2
NZNOIAA L TIES SOC #TSF1VU-ELTWB, ZOEHEIL. FIZIE. [FEHERIONY-]
EWSBEEERE. HEINEEYCRRA LT LR B AOIREICER UERIgEENE XS
nNanochsd ([PT; FZEMLIO/N~ (Nephropathy toxic)|lE[SOC; BbLIEREEZ|
WNT34XU-THY, [SOC; BE, FELLIMERHHEI NNV FTI-S0C LHHTNB) o

A& MedDRA EFIRS#E (External MedDRA Expert Panel) T Injury (3818) &
Damge (1Ef8) OBERIIOVWTIRFTIN, MedDRA OF R -IATEDHSNTZ, ZOIL-IL T,
MedDRA [CBEWTHEE T B ERFRZEEIND, TEHZR(CEETS Injury KLU Damge FIEEDS
5. BRI ENBAELRED PRI S VEDZRL, MEICRER T BT EEEMEVEEE
(&, ERBHERBELIO SOC EZTF1YU-¢T 3,

— A, BWICEET B IREMN B BB E (L. [SOC; BE, FELLIMEEHHE & T3¢
93, COI-IVICHREVAFHEG BRI 28 DRBOV Y INEEINT, [PT; 852,718
& (Cholestatic liver injury)). [PT; EBEZEfFIERE (Mixed liver injury)). IPT; fF#55
(Liver injury)|($3EMNBE L HIMTSN, [SOC; FAEEREZ|%T51NY)-LT3H., [PT; S
EBIEFFEE (Traumatic liver injury)|131SOC; BE, FELLVVBER HIE|ETI1N)-L
ERN

[~ADIEE (exposure to) J&[~ZNUEIRE (exposure via) |FIZ(LPT; A&EZE
(Exposure to body Auid)| & PT; B&ZFALEEEE (Exposure via body fuid)| D&\ B
HEICUTe, GEROAEDEWNL, BL2BEOBISERIIEICRELTHY., F(CI7-N¥ILITY
ATHLREMDERTRIAEEEBVIHZ, £z, [~AOBE L[ ~E2NLUEBEIEDEVI.
WIZBONZNELNGW, [~ENLERE] FBENMBREINEMIZ R, — AT ~\DBRE]
FBBINYMEERLNS, BIZE. [PT; ##&EZE (Exposure to body fluid)|(&. ZDIER
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HEEETH N HEIWNIEEYEESATNNRBARSEORENI-T(VJICALNLNS
1255, [~&NUERE | AERMORELOBEAEDETHVLNIEDT, #IZIE, [LLT; B#
HF% (Hepatitis B D& (BB EZDEDEXRIAHEBELILLT; #/E (Jaundice))DEIBER
R GHERERTAELOBEAEDETHS,

[HLGT; ME/CLBZIEELLVEHIEN E C (Procedural related injuries and
complications NEC)|IZ($. AR, HBWEARIBEERTAICEET 2ERADFEINTNS,
HLT FE[CEHNZICHBINTWEA ., [HLT; ALZESGHE (Induced abortion
complications)) 5&UTHLT; FFEELLIEELESR HHE (Anaesthetic and allied
procedural complications)| D& [CREEBRBLER CHFEINTWSFHETH S,

[HLGT; R&&8(zki (Administration site reactions)|[SEEEHDY Y T %&FF>THY
[SOC; — M- £BEZEHLIRFELDIKE =TIV I-LTWSTH, [SOC; BF, #EHL
DEEHHEIZETHYFTU-ELTIVILTWS, ZOE A, BEEAE SOC COH)VTLTWS
ARSIV AREELECLZEHEICR LT, —NEEHEED SOC AOYYIEST
53516 THh5,

[HLGT; R&Z&0(zkhi (Administration site reactions)] (3 HLT LNV CIHLT; B HE
N FREELKRM (Application and instillation site reactions)|. THLT; HEAARH kT
HTr—-TNEEE R (Implant and catheter site reactions)). |HLT; ZEF1E5(L M
(Injection site reactions)]. |HLT; ZAZBLRHA (Infusion site reactions)). THLT; 77
FIIEREEB(L RIS (Vaccination site reactions)| S UTHLT; REEE RN E C
(Administration site reactions NEC)|IZ5 76N T3,

Z<OFEE[E. [HE (Poisoning) |[EMH (Toxicity) |0=20DFKFZEEFUEKRTH

WTHBY, INEOFREA—MICKBLLONTNSZEN G, MedDRA TEXBIET, [HLT; #EH

FOFMHIELTHREHTHHFELTVS,

[ #3BE8 (medication error) |& [ B RFEAICEET2MIE (product use issues) |DFEE (T, /N

-Y3Y 20.0 CIEEAEADHRE (intentional use issues) |B60 8L, [1B32 (errors) &

SO REALERORMRE (unspecified use issues) ]I -Teani=,

[HLGT; REiBZE, EDMDERGEFEBELLVEE (Medication errors and other

product use errors and issues)| THIMD HLT (L. 88 (errors) ¢FIE (issues) OFM1FIC

fE-THfESN, IBE /BEERTOTA (WA, BRRZEHCORE. FAX. HERAELLUE

) OEAT-VEEH, 20 11 EO HLT [ZUT0@BYTH3,

[HLT; B#9538%Z (Accidental exposures to productd)].

[HLT; REEE, HGEHBEELLVRTEN E C (Medication errors, product use errors
and issues NEC)].

[HLT; #BEFBEESLVETE (Product administration errors and issues)].
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[HLT; 5 EZmICE 7 3185864088 (Product confusion errors and issues) ] .

[HLT; #BE(T1EELLVRTE (Product dispensing errors and issues) ).

[HLT; #FT=5Y /01855 bLEIEE (Product monitoring errors and issues) .

[HLT; BRI BEESLVETE (Product preparation errors and issues)].

[HLT; iG585k (Product prescribing errors and issues) .

[HLT; #ipZRi8EHLO I (Product selection errors and issues) .

[HLT; #ipEAATAICHIIERBIRE DIBEDLLIEEE (Product storage errors and
issues in the product use system) .

[HLT; #EDMTGETEELLVTI1=T—>3 D7 (Product transcribing errors and

communication issues) |

THLGT; BAMERD & Eim DIEEIRIERE, BEFTEBDAE (Off label uses and
intentional product misuses/use issues)| TAID =20 HLT (&. [HLT; BEFIZGEH
(Intentional product misuses)]. |HLT; £EIFIZmEFDETE (Intentional product use
issues) |BLUTHLT; BRHMEME (Off label uses) JIZH 36N T,

[HLGT; #BEREDLIELEREN E C (Overdoses and underdoses NEC) ] (31X HY
BLUHBRRALBER GBI R EERTARBICHEIN, ZOTAO 2 D HLT (. [HLT
BEREN E C (Overdoses NECO) |BLUTHLT; @A E#REN E C (Underdoses NEC)|
THd. BENBEXRESESLVBEB VKR EICEET2RERIHLT, #EEFAELLORE
(Product administration errors and issues) | D FHLICTI-TLSnT=,

6.122 HMYRHBEELUHISN

A& SOC [CEV\WTHMIEEICBIT 3 HLT (KTHLGT; #EN E C (Injuries NEC)|DF TEEE|
FWCHFEINTWNBDIN L. THLGT; BHLEIEI#EE (Bone and joint injuries)) D548
(FRODZDDEBHICKUBIANIIC, BLEIDEELLEO TN,

1) BERENMECSHOTEBEECERGEEERS,

2) IO FEEBINTBILTISOC; BFEIEROLVBEHBIEZ LDV INB S35,
L EICEBBEERTAEL IR SOC OHCUYILTWBH, OREICEZEEERT
B ZDIGZEERBEY Y IERE, REEALCESET S SOC 2hVFU-ELTWS,

Whp27)Vd-)bthE (FER) 2292207 I-)VhEFEEETIARE (acute alcohol
intoxcation or opisoning) [CEAT2MAEEIX. & SOC [CUYILTWAA, I I-IUKTFREE LT
OIPT; PNI-NAE (Alcoholism)) DS DFEEEIL. [SOC; #HEZCUYILTNS,
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6.13 TSOC; BEFRRZE

6.13.1 SHIEEAE

[SOC; BAREINREEELRRHE D NE (B15, EFAIRREICEIET ZNA TREERKR
REICEEIINATHIIL) | HLU 2) HBMEETHEIETHD,

FRERIRE (X MedDRA CIERRMBIREETCORE (EME2E0) | MEBRRE. BHENZ
R, AEBEFNRE (F : hgERE) BEEELTW5,

[SOC; BEARE|CEENS PT (JERKRIREREZOEMNBERICBREINTNS () : [PT;
MFFFITLES (Blood sodium decreased)|. [PT; M7 FUMEIESE (Blood glucose
normal)]) . EFHVKEE (F] @ [EME]) ELEEZRELEBRREDEAMSEERT
FAEE[EA SOC (LIFEFENT . BETBEELKRT SOC [LUXE NS (F : [PT; BRELKE
(Hyperosmolar state)|. |PT; NEITYEEAE (Haemosiderosis)|. [PT; EZIEELRK
#E (Orthostatic proteinuria)l. |PT; EME#ER (Renal glycosuria)l)

[SOC; BEABRE]ICEFENBAFEIIA SOC OHICUYILTEY, f5dD SOC IZFYYILTLVEWN
(BPB180C; EARE|FHEEMBETHD) . [>T BWEEHICU Y7 LBEWINLDARECEALT
MedDRA TI-T1YJENET-FERRIREREERT 5B R, BEERY SOC (f :
[SOC; MBEHLDYV/IFEZIDIPT; MRBAIE (Thrombocytopenia)l) &EBIC
[SOC; BEABREIICEFNZEEAE (B : [PT; M #k#FES (Platelet count
decreased)|) E&EHBIENFETHZ, AHAESI-Y-NINODEROREE)VISHE 5% 8
BEEBFLCENZVWNSTHS,

A SOC O HLGT (I3 oh O EAENRALLN TS,

o #DOH0 HLGT [F, 23ER. LIIFERBEBZERAFZNCANSNTVS ALY I
-THFLTWS () : THLGT; K/E#E (Skin investigations)|. [HLGT; EILERE
(Gastrointestinal investigations)|. THLGT; MI;#FHIEE (MIAZFEEEZEE)
(Haematology investigations (incl blood groups))])

o fthd HLGT (3. E—RREBICIZOEFLH TIFESRVDITELEIREEZRITOT. YEI1S
FEEREERIITRICHEEINTVS (B : THLGT; K5, BHFEEHLVFHERE
(Water, electrolyte and mineral investigations)|. |[HLGT; fEE#EZE (Lipid
analyses)]. |HLGT; EHELLEEET=51>2" (Toxicology and therapeutic
drug monitoring)|. |HLGT; MERFZERIIEE (Cytogenetic investigations)).
[HLGT; BHHIZELLVHFERDIXEICETSZFEE (Physical examination and

organ system status topics)]) o

o  MICHEINGWVEERREICE =20 HLGT %36 T3,
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> [HLGT; BF#ENE C (Enzyme investigations NEC)) (&, DB Tely
BEEBEHANTIEHIC—MRAITHN TV REERTABCIVERINTNS
(B : BEERAFBEZEOEOHDTIAVIARTFI-CieEE2SOTHLT; HaEBER
ENE C (Tissue enzyme analyses NEC)]) . Iz, (0. B, HEBEZD
EHOIVTFIXT-COIVIVYALRE (B : [HLT; FEELLIDHRE
(Skeletal and cardiac muscle analyses)]) BETH5,

> [HLGT; B#E, ERELHEBBZIIREN E C (Investigations, imaging
and histopathology procedures NEC)|IZ[E. FRARIREADFEZRT AHEP. I
EHBRARESSIVEEBMEZFE LEVBERBIVREBEFNRELGEERTAENEE
ncna,

> [THLGT; ZELHLIMEFRIEENE C (Protein and chemistry analyses NEC))
(L& BEIE—DORREZSLIRBETCERVGFENERRE (F 1 7IIIVIRE, B
BRE) LEBICLIVBLUTIXFATY VY DRENEFNTNS,

[HLGT; BELLIFEIE#E (Foetal and neonatal investigations)||3BE 'R E LU
EROINTOREICEITIAEBEETIN-TIL LTS, ZIICE, 2HT. FRIEEMZIRE, B
BRENESENTNS,

[HLGT; B@FIZEBELUEHERDIXEEICETSEIE (Physical examination and
organ system status topics)) DT DIHLT; BERIZEZED L5 BERDIXEE
(Physical examination procedures and organ system status)||Z[3. BREICH>TERE
SNZAIE. FIZIIERAE, AEREREDABNIEINTNS, £z, BEMZRICEST
FEEINDRE, [FILREERE ], [FTRZFRBIBREEEENTNS,

A SOC [CEENS HLT (L TZOBERN —BBEATHY ROLSIBEL DFELEINTS
N3,

—B80 HLT (&, &Z2¥rFiE (B : THLT; 0##e6#7& (Cardiac function diagnostic
procedures)|) . BISRE (B : [HLT; Et EHLNEEGIEE (Gastrointestinal
and abdominal imaging procedures)]) TI-I3RBEFHRE (B : [HLT, FHEHEFRSL
KO B EB AR FE R HIEE (Musculoskeletal and soft tissue histopathology
procedures)]) DEITN-THFENTWVB, LHL. Z#IFED HLT O—EBIC[E. ERIR
BEEELE0ONHE (B : [HLT; AREEGEZRTE (Ophthalmic function diagnostic
procedures)| I3[ PT; #EEMEER (Angiogram retina)|N"&EN3)

—EBM HLT (&, S Z A ESEBIMTIC KU EINTWNS, (- THLT; FIEE
E%EZ (Adrenal cortex tests)|. |HLT; BE#&I%E (HEZHIREZFS)
(Cerebrospinal fluid tests (excl microbiology)|15Y) ZDISHIHE. ZIIF A, BEIR
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BREILIREEBFZOREN —D0 HLT CE&ENZ5E5E5H2 (B : THLT; REBHEE
##EN E C (Urinary tract function analyses NEC)]) .

HLT 0% 3 O ES DT RYEXENIA-F- (L2558 TH3 (f : [HLT;
YYY-LEEFRE (Lysosomal enzyme analyses)]. [HLT; kS BHEEHEENE C

(Water and electrolyte analyses NEC)|. [HLT; MI/\Z#E & (Platelet analyses)].
[HLT; BFAERESLOMEFZFIEE (Fungus identification and serology)|)

ZOMA SOCHEDEEE TREICRT,

>

[MERRIE | S LUTHRR] - EREREFNRES SR EREFNREL, THLGT;
FEREZEFIRE (MBHAEEZLRS) (Respiratory and pulmonary
investigations (excl blood gases)|D T DIHLT; & H kBB HEEARZHIIE
& (Respiratory tract and thoracic histopathology procedures))[ZEBEE SN TL)
Bo

[AZARUY ]t AANIVIRE (S, THLGT; AR BRE (BN EREEEDS)
(Endocrine investigations (incl sex hormones))|D T DIHLT; HLE, BlgH L
O'A P U DINEIEE (Gastrointestinal, pancreatic and APUD hormone
analyses)||[CBEBSN TV,

[RERESRIRE | © [PT; EEEERE (Laparoscopy)ll$. |HLGT; JEILERE
(Gastrointestinal investigations)) D FOIHLT; E1t EHLESBEIGIEE
(Gastrointestinal and abdominal imaging procedures)][CEeESN T3,

TUYINER] : UV NEIZAF v LUV ) BRRIBEEF IR E (L. THLGT, MZFAIEE
(%2R EEZED) (Haematology investigations (incl blood groups))| DT D
THLT; BHbLI 5 ZHBEGRIEE (Bone marrow and immune tissue
imaging procedures)| BXUHLT; B#Eb L 58 B/ HERGFZHIRE (Bone
marrow and immune tissue histopathology procedures)][CEeESN T3,

[MEkt&EE | : [PT; M1 X# & (Red blood cell sedimentation rate)|ld. [HLT; 1
BFEHIREN E C (Haematological analyses NEC)|I[CERESN T\,

[FR%&] : RRIREL, [HLGT; BURBEFEELLOEIRE (Renal and urinary
tract investigations and urinalyses)| D FDIHLT; B#EgE1£2Z (Renal function
analyses)| b&SUTHLT; #6&N E C (Urinalysis NEC)[CHDFEINTWS,

A SOC O PT (&, IUPAC, LOINC, IFCC E2#[C2FNTV\SAFEERRARYERALTNS,

LA, ZN6DEEREN —MRACRMIN TOWEWSEIEEERSNTWSAEEHEALTY

%, HRC&OTE, RELEET B0, BANAIERELIVEBATEEELLTNS (f) 1 IUPAC
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FA5&"Coagulation, surface induced”(CfXZ. [PT; FHIEEES OV TFAFFE
(Activated partial thromboplastin time))%&{£5) . EFIV(E TUPAC Db & TIEHR<—%
ZHALLNTVS,
JMO * :
IUPAC : International Union of Pure and Applied Chemistry
LOINC : Laboratory Observation Identifier Names and Codes
IFCC : International Federation of Clinical Chemistry

6.132 MYRDHEBEELUHIN

&ML (increased) |&WDEEIE. IEBLAINGE LA BUNIDGIEELAN)L ABLAILD
bbb, EEULNIVAOEENEEADEILDINTEEATNS, IR LE

(decreased) JEWVORIBEREETHD, MedDRA Tl EEHEME (low) J&[5 (high) |
MMFWEREEE LLT LRIV TRV, ZNZNNEA (decreased) JETHEM (increased) 1&2&
L PT(CUYILTWNB, S5I(C, 1E8EEME (low) /784 (decreased) |1HLUNE (high)
¥ (increased) |[ERIFEEEZOBND,

[E (high) IBLUTE (ow) JOfFW=FAZEIE MedDRA TILBERECREITZIAELERS
NISOC; EEEMRE|ICEENTVED, LUTOBIANHS,

e [LLT; BM/F (Blood pressure high)|6&UTLLT; BM/E (Low blood pressure)|l&
ENENIPT; BMI/FE (Hypertension)) 6L PT; EM/F (Hypotension) [IZUVTL
. [80C; mEEZ|ICVYILTNS,

e "low grade"DFEY) (neoplasm) (CB89 % PT (Bl : [PT; O-JL—-FEMIENE
(Astrocytoma, low grade)]) (E1SOC; R, EBMLLIFHTBADFTEY (EBIEHLD
WY-TE8L) 1ICVVILTN%,

o [PT; BZEIEM (Sputum increased)| B KU PT; BZEH4 (Sputum decreased)] (3.
SHRREMREERIABLLEVEEFZNIREBZERTAHBLLTREFEDNSH, [SOC;
RER S, BZBELOREES(C) YT LTWS,

e [LLT; &8 (High temperature)|l3E=HEED SOC [CUYIL T3, MedDRA 0
ERYRDICHER EEOBEZFERRIRED SOC [LBINETHS (HIRRTAEINIEL
Zz26N3%) N [BFEEIEORRIIIREDHZEFE ([PT; & (Pyrexia)l) ZEW%L
TEDNZS. [SOC; —M - 2B EELLOREFEFLDKEEC) Y TL TS,

MedDRA FFEICEVWTIEE (abnormal) | WIEETEEL. REFBROEEOAR (BN5, 3%
MMELKIET) MFESNTOVEWNREEEZFRL TS, SOC BRARRERICEZN 2 OISR,
[IE% (normal)]. &V, BEREEDZRIRMEIFERFRICE TS present (TF7E. BBIERE) |
Flzldlabsent (KIB. K40, JEK. BBERE) | (B : [PT; KRALMEME (Blood urine
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absent)]) . EMEHIRETOIBEYE (positive) |X(EIPEME (negative)| (1 : [PT; 4FER
I (Pregnancy test positive)]) . BEEAETIRECOIER (prolonged) |FF= (LM%
#& (shortened)] (f3 : [LLT; AP T T#ZLR (APTT prolonged)]) . EFIETZFUIJHEET
DIHhESE (toxic)]. [7AEE (therapeutic) |X-E[JAEELLT (subtherapeutic)] (f :
[PT; EWEELEEELIT (Drug level below therapeutic)]) HENH D, EEREEDVTL
EW@E}EHE B : TPT; BFEFMEZE (Oxygen saturation)|. [PT; &K p H (pH urine)|)
(&, T-IR-ZDBIDT1-IVFICHZEBROIHEL RS IHEICALNNEIENH S, "hyper-"HLU
"hypo-"DIFEZBEZSOHAE (B : [PT; FILATO-NMAE (Hypercholesterolaemia) |.
[PT; ESFYDLAMAE (Hyponatraemia)l) (§. [SOC; EZAIEEITIEHL ZNENOEE%
%9 SOC [N INTWS,

BIEDENI N REBIRENSEEINEVNENEE THEIGE, MESNEEVWS EEERY
PT HBWeNEZENHSZ (F : [PT; LRATFUEEEH (Glucose urine present)])

RIEEISESBEHCE, MIEBOLZFAEMMERINS, #£27T. [urinary cortisol | TlFA<
[urine cortisol| (EREFINFY-I) £93,

[SOC; FEAMREINDHFEAEEMICEITS MSSO OREN V.7.0 LIEZEIN, RELH
BEINTOVEVABNMNEMERZINLSS . RENMRTHEIEHRT I LBFITHENILEL
o SEROFEHE. EFNICERDHIHEDHMRADEIEZGE I SHRBERATII LTS
o BRADEELSELBVHTRAEN PT LLGEMSNTZHE. INICREET 2INTORAFE
EECBBFAER LLT (BTSN, Z0#H PT (LU I8E 3, BIZE. [LLT; MHTFNIFE
M (Blood opiates increased)|[$IPT; FAZEIGE (Opiates positive)]IZUV T LT3,

SHRBREUNADRE., FIZEHREHFREC DOV, MADEB CRAEMRENREL I F
AOERIAY RSN, FARBRERICZOEANREND,
(UMO 3F : BITLLT; BEBEEX#R (X-ray gastrointestinal tract)|. |LLT; BGESX#R
(Chest X-ray)!)

FEEEEDH CHEERFEITZHACE. incd (BD) JB&UTexc (BR<) J&ZEL. Kk
IEABENEORBRAEICUYILTVANIEB TN EETHD, BIZE. THLGT; LMmE
REE (BFREZE) (Cardiac and vascular investigations (excl enzyme tests)]|H
FUTHLGT; RO LV ESHMEE (BFEREZLZLFS) (Musculoskeletal and soft
tissue investigations (excl enzyme tests)] (L3 EFNBV\ERREDOHAEIHLGT;, EF
#ENE C (Enzyme investigations NEC)|[CUY I LT\, & JEzs RICBET 2RILEY D
WIETHLGT; ARS8 E (BN TAEEZED) (Endocrine investigations (incl sex
hormones)| LUV LTW\3, [HLGT; #FRZFIEE (MLEHTIREZLRS) (Respiratory
and pulmonary investigations (excl blood gases)))Z[3&ENHWIMEA A& ZE (XTHLGT;
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F, REZHISLPMBEHIAEE (Metabolic, nutritional and blood gas
investigations)| D FIZT I -TLsh T3,

BE., [E#E (direct) |B&UTREEE (indirect)](d LLT LA TOHERINS, HE—DHIFI,
BEEFEEEEOT-LAREBEE RN PT UANIICHBIETHE (B - [PT; BEI-LAIFEE
¥ (Coombs indirect test negative)],

“-gram"MF VAR IREFRROREHRERTEEIONTACORAEER PT LAIICHS (fF) :
[PT; BEHE (Audiogram)]) . ZNICIFIET 3 -graphy MW =FEE(LEE LLT &LT, B
Y3 -gram"BTWEREECUYITE (B : [LLT; ZZEEE#T (Left ventriculography)|
=>[PT; ZFE#EF (Cardiac ventriculogram left)]) .

6.13.3 HHEREBDOHAF (2003 &0 % —[E] Blue Ribon Panel TODIRREIR)
(JMO 3% : Blue Ribon Panel &[& MSSO OXYTF YA -)VICEET B E5RI14ET)

WEYFNELUMBEFHRECEET 254 EDAEEIL LLT LAV TIIMEFHRE (serology)]
EDRFLELEOTVD, [AERDI -/ Z DNA RECELTEEAY %, MRIFDELEIL PT LAILT
(. REOZBVIERKRICELEZEHRERDIZAERRNT FE LW, MEMOTUAE. IgG.
IgM % ~d AR E + 1T | EHEMEN DV + BB OO PT 2793
LLT t9%,

(UMO 3F : [LLT; AYI/NOF—--EOV#HE (Helicobacter pylori antibody)](£[PT; A
YN o718 E (Helicobacter test)|IZ)V7)

— R TREVREDOMBEFMNH LY DNA RERAEI—RNERIEO PT OTICLLT &L
TEESNTWS (@ [LLT; /N> FHEZERIREREE (Babesia serology negative)|ld
[PT; MIFAFEBRIREEME (Parasitic blood test negative)][ZVV7) o

FRBMEFINIEE (culture) [CBITZARBTRAENMIKR, K. K. RMETHEY
MR, EE. V1IVAICBETRE0E PT UAIVICEE T 1, fbDik{c%Z RS FEE(L LLT & LTES
BXnd (B : [LLT; BEEZEEM (Culture bone positive)| (S PT; EEEE M (Culture
positive)|[CVV7T)

WMEYD DNA BRI MEDNARE). | VTNADNAREGE). | EFD N A#EGE
M EI3BE PT UNIVZEEESNTVEN, Zn6(E LLT LT, BEEMIAEN PT. $30)
FERE] (RE) BIEINMIKPTOTILERESNTWS, AR, [LLT; MEDN ARELG
(Bacterial DNA test positive) ][3I PT; #IE#EG I (Bacterial test positive)]D T C.

[LLT; EFDNABREEMY (Fungal DNA test positive)) ($IPT; EFRELM (Fungal
test positive)| DT ICEEESN TS,
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MEYOERX LLT (LTEREINTWS, flZRE[E : [LLT; Z2-E2XFX-HIU-DNARE
/% % (Pneumocystis carinii DNA test positive) ] 3 [PT; Z21-EXAFAREG £
(Pneumocystis test positive)][C )7 LT\,

NIVEY. BYERE, 2888, 7B AVIRTFE, £ BOREL. BRKNICEROHIHEER
WC PT LRI TRREDEREE(CEAEESNTWEL, LLT LA TIRADEEERF EI NS
WM. BRRMBREZ LS THIRTEN S,
BERETZI-REBICBELUIREDEIZER DI IAZEIT 5E AR,

FRER(ICBIL TIRIAEDRELEL PT LAV T, RIEDEZEVDEERICERZEREF DIHFAZERL
THEELRW,
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6.14 ISOC; REB LU REESE)

6.141 SHIEEAE

A SOC O HLGT 2483 KAILT 3 ©E$EH 5, HLGT DFE—DDHEE. ERICHIHFEMED
REEEERT HLT 250 HLGT TH5 (B : THLGT; FYVHLDEYIIVRHES
(Purine and pyrimidine metabolism disorders)|. |HLGT; F£EXMEAHEZE (Inborn
errors of metabolism)|. THLGT; fEEAHES (Lipid metabolism disorders)])

EZOHNHEIR. BB REBEZ(CEAETZEFHINEEZ HLGT L3250 THE () :
THLGT; B#(ELIH EHIREERNEE (Appetite and general nutritional disorders)].
[HLGT; EZIVEGEEE (Vitamin related disorders)]) .

E=ZDNHEF. FEDRFEILEREEOBE BRI I EROGVEFZRIRREZNRELE
t0OTHE (B : [HLGT; - 7NHYVEEE (Acid-base disorders)]. THLGT; ZBAEE SIS
KPNFIREE (Electrolyte and fluid balance conditions)])

6.142 MYRDHEBIESKUHIN
ZLDFERASLUEZDHFERLGSVICHER LR THEH, ZNOOERDEFEALF
[HLGT; tH#EZENE C (Metabolism disorders NEC)| D FTOIHLT; HEZENE C
(Metabolic disorders NEC)| |I9SN T3,

PEIRRICEEET 2 HLGT (3. THLGT; #EHHEE HEREZEL) (Glucose
metabolism disorders (incl diabetes mellitus))| £ THLGT; #EREEHAE (Diabetic
complications)|D ZDWHBEITEET BN ENH D,
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6.15 [SOC; HEFHERELVHAHEBES

6.15.1 SIERAE

A SOC [CH175 HLGT (&, &, B, EEEBBEOMMIIT, TEFHEY., TXEE., F
e FRONBICESTHEINTNS, [HLGT; HEBEROLIBEHMEZN E C
(Musculoskeletal and connective tissue disorders NEC)| 3t (ZHFEEINEBWII-T D=8
[C3ZGoNTHY, 20 HLGT O FOIHLT; B #Rb LI EBBDKEN E C
(Musculoskeletal and connective tissue conditions NEC)) (37~ SOC QR (I FESN A
WAEN®HSN TS,

RA(CEIBAFERTROMEDD HLGT OF(CHEEINTNS, ZORD=D(F, [HLT; FbLF
BIEER (Bai#Z#<) (Bone and joint infections (excl arthritis)|h V793

[HLGT; FEE (GXBEZELLIEHEL) (Bone disorders (excl congenital and
fractures))|. THLT; BERMEIATA (Infectious arthritis)| ')V $3HLGT; EEEE
(Joint disorders)]. |HLT; BFERBIVHAIE (Muscle infections and inflammations)|h'
U709 3IHLGT; BEE (Muscle disorders)| T$H%, &I, ZO=20 HLT IZHAZ. A& SOC
(LB T 2Z2DMDEERAE X HLGT; B ERLLOBEMBIEZENE C (Musculoskeletal
and connective tissue disorders NEC)|DFDIHLT; EFE#ERILINEEHBBRDLOHE
ZEN E C (Musculoskeletal and connective tissue infections and inflammations NEC)]
(CERYHESHBN TS,

[HLGT; BEERDLOEEMBITEY (Musculoskeletal and connective tissue
neoplasms)) DFHLICIE, BREFEY)., BEFEYESIUORE - BHEBRELRVFEHD=D
O HLT A& Fon T3,

6.15.2 HMYRHBEELUHISN

AR SOC BT BIHLGT; &# (Fractures)lld. [SOC; B8E ., hESLUNE S HHE | DED
OIHLGT; BHLNEE#5E (Bone and joint injuries)|([CZBEICEELTNS, M. FED
FONBICLZEHIEICIERE S ZIRREICBIT 2AELISOC; BE, FELHLIUNEESHHE TS
AV=S0C &LTW3, BITDIFEALRBIMEICEDT0. [SOC; BEF, FELLONES GHE %
T314YY-S0C ELTWAH, wH BT R U BRI BITEISOC; FHEHEFRLLIE S/
EEZE|%T5147YU-S0C £LTW3,

[HLT; E(3BH#EZEN E C (Soft tissue disorders NEC)|DFIZIF4EEZBRIICY VI TEL
— AR ERERRBICRE I A EN D FESN TS,

(JMO 3T : BIIPT; BCEFAEMEER (Soft tissue infection)). [PT; BFEFHIREH M
(Soft tissue haemorrhage)). |PT; #Z# (Fistula)])
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6.16 [SOC; Rff. BtSLUVHMTHAOCHEY (BWEEIURI—TEEL) )

6.16.1 HIEEE

A& SOC (RN FEINTHY, REFEYSIUOEMFEYORERICKY ., FFREFICE
(CHFEEINTWS, PT O #(E, KEEZAAMERTEROPDQ (Physician’s Data
Query) FAFEEAMLITHEN. IERIFVUINEICDOWTEL, PDQ BEEETIEAL EERUVIN

fE#t %Y )l-FINL 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. Blood 1994, 84: 1361-1392|W"ERX LT=RTE D 5BEESLHIICERL TS, D
DOIBED D FEICEZYVINEN, LLT $LTEENTWS,

Uy NEOFEIF. PT LNV ETIE R.EAL  (Revised European-Amerian Lymphoma
Classification) 7FE[ZHEL). Working Formulation classification (& LLT TO#FB\3,

ERIBIORY-TIZEE I 2RI FIREBLO SOC 2TF1YY-¢L, & SOC 2thvFU-¢LT
W3, ZNUADFEMAEIEA SOC 2T 517Y-¢ L, FIREBLD SOC 2HY5YU-S0C &L
W3,

“cancer”&"carcinoma” [SBEEMIIC R BB L FRBHONTVEA, MedDRA O TRESIFMICHFES
N HLGT [CE$% PT & LLT Tl IRAEDLIAME FREBEBNICAVLNTNS, X, B
DFEH (stage) [CEUDEEINTWBAEDENC, RN THEHZWNIREBAODAE ()
[PT; ## (Breastcancer)!) T&E&5(CLTW3,

FEFHEYICEETS HLGT TlE BHEERMEOBEFEMOXFEL TS, (L MedDRA
DENTHERICLBXBNEL TV E D BRWIDDEDTH B,

BB MEESORFKIBLAOEDCIIEEERBEEBEEZMHI] (metastatic) ZRAL (1 :
[PT; BHEEBZH#S5E#E (Bone cancer metastatic)) (B RFEDRE THOEBLLICEHL EFRHD
£ED)) « ZRICERB U0 EYCFEENFE 8] (Metastases to) ZFWVNS (61 :
[PT; fEE#HFE (Metastases to gallbladder)] (b DERRIN S DER ENIBE(ZZRHOHNDE
D))

6.162 HRYRHBIRE SLUHIS
BESEEMECFZEIONBRVNREENESLEBEEHYSEHE (B - [PT; BEDEEERE
(Tumour ulceration)]) |$THLT; [EEME FHESLIE KR (Oncologic complications
and emergencies)| DT ICEREIN TS,

WIE(F. HOWBELICHKIRT B2, BELERIFRDROREHLDNOAL THESIN TS, 7
HFHEANTNRALBEREEE, B IO TREF R CHEIREREEICHFRINT
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%, COBRAIICKY. [PT; ZEMEEME (Malignant melanoma)|($IHLT; KEZEEE (AR
ZB8<)  (Skin melanomas (excl ocular)}ICVYI LT3,

BEHEYORBINREORLLEINSHE. & SOC TlE, AJRELRY, B BIEE /s
HADREIECREERL I DLW ERHEETL TS,

WHAICEIT 2R T ARMRCRELEVEDIC OV TSRS LTz,

[HLGT; #r£HEEZEZE (Neoplasm related morbidities)|DF [CIIEEEESHESSUR
SIRREICRIET BAEE I -TIL LTS, 2TTEEVY, THLT; EE S HHELLFE K
EE (Oncologic complications and emergencies)| 6 &UTHLT; [EEREFEMREEN E C
(Paraneoplastic syndromes NEC)) DT OFIRERMNFEINS PT OXONEZNZNDF
REBAID SOC 2TF1VY-¢L. & SOC 2thyF)-¢ LT3,

THLGT; &# (Metastases)|[JFERLINMFESINDEOE LV EMIIEFFE XLFITRBOEON S
ENTV3, BMIMFESNSAEER. BE. A& SOC 2T51VY-¢L. HBREBD SOC &2hY
F1)-S0C &LTW3,

[RFEiEa>5] (Metastatic) MTWTWBFEEE (B : [PT; BAEEBEEIIIEE
(Ovarian cancer metastatic)]) [ PT &L. 2 4 88 (stage IV) HMFLTW\BD PT &(33%
S LULTUNELTNS, ZOBAIIERE 135 4 #5 (stage IV) [CBRST . ZNIUND stage THHL
Y53, 10T, EfREnEa D (Metastatic) MMF< LLT A" 4 # (stage IV) Zf#5 PT [C
UYILTWBDEHT LEBYITREVNISTHS,

#E MedDRA Tld"High" B & Low" hMI KRR ERRIRE(CBIT2RAELE X [SOC; A4k
BRE|IHFEINBD, —OFINELTIPT; O-JL-FEMAEME (Astrocytoma, low grade))
D& IT"low grade” FHAEWICEET S PT (34 SOC [CHFEIN TS,

THELGRY-THE : BEORM. BUEMFESNTVEWRY-TREE 3 : [PT; EAYU-7
(Gastric polyps)|) ($RMEICHFET %, FRIBINSNZRNU-THER IR | QBRI
BW RU=-TEISOC; R, BHOLVFZEMTHDFTEY) (EIHLIN-TE5E) 1%1h
Y51)-S0C &L, ZNZNEURRIBEUETRT SOC £ S731VU-¢F 3, & SOC ATRY-F
FREIF. BUHERPBEZRYT HLT SYERMERT HLT (CUVILTWNS, S6IC. [BtE] & DEER
EBEMONY-THEIFSHE MedDRA [CEHRALBW, ZNDZ, I-T1V T OHIC IS B EIE
FTEYOREBORRZHIET S,
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6.17 TSOC; #HERESE

6.17.1 SiER#E

IR REE(E, HLGT LRIV TR, BEIZEN. mRZEH, BIREBEBEFHIC, KEEDH
FINTNS, BHIFHCHREINEELEE HLGT 063, [HLGT; FHSLIHERES
(Spinal cord and nerve root disorders)| 6 &UTHLGT; BEAEEE (FrEHEHFS)
(Cranial nerve disorders (excl neoplasms))| C$H %, IRRAZFHIHFEOF L LTIE. THLGT; 5%
KMEDBLDBERIMEMFEZRIEE (Congenital and peripartum neurological conditions))
BLUTHLGT; FIEHEAERBERBELDHME (Central nervous system infections and
inflammations)] C$H 3, JRREAEBZ N EBOFE. [HLGT; H#EZEE (Demyelinating
disorders)| 8&UTHLGT; F##=1-0/F— (Peripheral neuropathies)| 5.

—#%IC. MedDRA Tl [EE(CREF T 25 ELBIRCIEIRE. BB ET2EELZ T S92 HLGT
DTFICHEEINTWS, LU, TE4 DREEICBIET 2 I 6E M DH D1 IF F A EIR LR
[HLGT; ###EZHIEZEN E C (Neurological disorders NEC)IDF[C$EINTWS (1 :
[HLT; RETE%E (Abnormal reflexes)]) .

6.17.2 MYRDHEBEELUHIN

[HLT;, #B##EEZN E C (Optic nerve disorders NEC)| (&, THLGT; AREBHFEZLIIEE
(Neurological disorders of the eye)] Tl3%2{, [HLGT; MitFiEEE (FrEHZLE)
(Cranial nerve disorders (excl neoplasms))||[CERESN T3, [HLT; AEA#IZE
(Pupillary signs)|(&. THLGT; ##EZHIEZEN E C (Neurological disorders NEC))DF
(CEEESN TS,

SEfB (M B O HLGT ELTFTEL. THLGT; ##EEAIEZN E C (Neurological disorders
NEQ)IZIZEENRL,
[HLT; BEMBEZ (Hereditary muscle disorders))($. [HLGT; ##EEZE

(Neuromuscular disorders)| Cl35<, [HLGT; XKD LNEELIEHFFFZIIEE
(Congenital and peripartum neurological conditions)](Z) Y7L TW\%,

[HLT; B#FKXEE (Coma states)[STHLGT; ###FZHIEZEN E C (Neurological
disorders NEC)|IZVYJ LT\,
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6.18 [SOC; ik, EBSLURBEMDKE]

6.18.1 4HiER#E

A SOC TlItk 4 LA ETEEEDFEL TN, BECBIESIUFHEROEEEXFIT5LLE
(C. EENRETIERFE (B : 9k, PHELGE) (SLTEEEDIZEICLTNS, 20
BIE UTIITHLGT; MRS GHE (Maternal complications of labour and delivery))
CTHLGT; 24 bLEEREZE (Postpartum and puerperal disorders)| &3, —7 . f#
HZWCHEINTVS HLGT £5% (B : [HLGT; /B, FEROLUFEBESE (HMzh
<) (Placental, amniotic and cavity disorders (excl haemorrhages))]) . ZDftb® HLGT
FRHEZEBRBICLIRSNTWNS (B : THLGT; BIEBHIE (Foetal complications)].
THLGT; ZFIEAFEHESHIE (Maternal complications of pregnancy)|) o

6.182 HYRHBIFELUHIS

A SOC [ClF, EFHETCEREEERTERVWEEHIVWINMUATIHIRICEATBAFEEEIN TS
(B : [PT; XKAs4EYE (Twin pregnancy)l. |PT; EE#IFLE (Elderly primigravida)]’s

&) INGIETHLGT; 4Fif, S EHLODEEDIKFE (Pregnancy, labour, delivery and

postpartum conditions)][CHFEIN T3,

FREIOREFEHEBLURBRONAICEDIEHAELE ZOoNSN . THLGT; BESHE

(Foetal complications)|DF DIHLT; ABAIBLMNELDERE (Foetal position and

presentation abnormalities)] (L F8SN T3,
THLGT; #4EBELDBERICHIEKEE (Neonatal and perinatal conditions)|($A<FBE
ECBVWTUNERHCEAI2ABEFENICIN-TLEE—DEDTHZ, ZOM0/NERIOFRE
(CE3S 2FAREIE. R ADRREICEET ZAEDT I -TICHEL TREIN TS,
TR IR IBLUTHTE R ICBIT 25 E DAL, EEDORIRERLIZRT SOCESIF1VYU-¢L, &
SOC #thyHFU-¢9 3, BRIZBICHIIE. EHMZOMOME (F : FNT) AOREICRETEHE
(&, [SOC; BE, FEPLOVERHHE|=TI7MNU-E L. & SOC 2tHVFU-LLTWS,
[RE]ICRETZABICOVILTENBEICBRIZNENH D,
o [BAREISIUIFFEMEARBOIE]FA SOC [COAUYTLTINS,
o [AIREIIISOC; ABELOAFMLEZOHIVTLTNS,
o [ AIREOEHEIIIHLT, ALZESHE (Induced abortion complications))
([SOC; BZ, HEDHLIMEESHHEIDTOIHLGT; MEICLSIEEHLOEHEN
E C (Procedural related injuries and complications NEC)|®F® HLT) (CUV7
LTW3,
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o [BRREISIUVTFHABRBOREINADEFIEZIHLT; FEMEEKDLDEHHE
(Abortion related conditions and complications)| ([SOC; ZFk, E#EHLDEE
HIDIKE| O T OIHLGT; FEDLLITEE (Abortions and stillbirth)) DT O HLT)
(SUYTLTW3,

iR, Dk, 1IR3 BIURRIE, FERICEEITINEMNLZWNMREERTABERRT3HEIC
($. A SOC F 0% OND HLT ([HLT; ZHEEICLEMEEEHHE (Foetal conditions due
to maternal conditions)). |HLT; #FEEEHHEN E C (Newborn complications NEC))
ZETH ZNBICRESINEL) BLUTSOC; BF, FEHLIMESHHEIDTRIOKEDIND
BREE(CBSEL- HLT (BIIHLGT; FE. 1LFHIEES L FZE (Exposures, chemical
injuries and poisoning)|® FHIM HLT) (CUYJLTW3 PT 2ZEI23HENH B,

[=F2 "Perineum” |DFFW\FEEKSOC;, LRI LVAEEZ|HLVISOC; 1k, ZEHEL
LOBEDKEE | 2 EHEEOND SOC [ZUV T T 2RIREMEN' B S, HTHRD[=F2"Perineum” | D
FWERAEMBMEFINSZ AL, T-A)\(T-ATREEY)EEZ6NS SOC (CUVTENh

%o

ZLDDILCICRETZAEILISOC;, —MR-£BEEZELLIREZEEDKEETIANI-ELTWY
21 BR'R. BHADILCICBIfRT 2FEEILHERI%EE (population) ¢EZXONISOC; 4ZHf, Z
HEDLSL O BERIDKEE TN - LT3,

112U, TPT; #FEEFEL (Death neonatal|lFSOC; —#g - £ BFIEES L OREGSBlz DX
B\ T514XY-EL. [SOC; #Fk, E#EDLLEFERIDKE %1 HYHU-SOC £LTW3,
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6.19 I'SOC; HADFERE]

6.19.1 SIEEAE

MedDRA MC &3, B MmICEHET ZIEREKFEEE (non-clinical/non-patient) DL
25 27 FH®O SOC % MedDRA (03850195 BRP &% (Blue Ribon Panel) O#&
(2014 E£ 4 B) %&ZELI,

NSO REBEDRLICHETZIRENHII NS, REIBLUARBEVRINCEET
$Hd, N\-Y3V 19.0 TEBMENTA SOC [, BmmE., EEEE. BEMBEYATL, Hmit
e mEbIMEEHAOMEICEET 2MAEEE0, MedDRA (LR RRE(CEEI2HEEZRY
RALEW BEO—DIC, HamBE BT MEELUBEEI 2 FEEEREE—DAEE (single
terminology) [CURETBYMN-MIEIFONZ, INGOESEERIBICEY 2R mAEEDAEME.
BRORMEERFZBICRETBILLEDNLY, BBABOT-IN-2ZAVNTREDOREP
EREBHLEY. ZOEREHASIEIERINSIEE/EINTINS,

A SOC (3. 2 0 HLGT (HLGT; E&F#ZICET 57 (Device issues)| B LUTHLGT;
HRanE, 1245, 78, BELLBEATADRGE (Product quality, supply,

distribution, manufacturing and quality system issues)|) % FALIZFED,

2ET 80 HLT (THLT; E&#ZEDIE1-5/05573F78 (Device computer
issues)|. |HLT; EZHEZDESHIEEE (Device electrical issues)|. |HLT; E&E#E D
TEEICETT B8 (Device incompatibility issues)|. |HLT; EAFEEZFDIEHHICET
B8 (Device information output issues)|. |HLT; E&##CET3&NE C
(Device issues NEC)). [HLT; EZEH#DEEETRN E C (Device malfunction events
NEC)|. THLT; EZ#ZFEDEELDEIEN E C (Device operational issues NEC)| HLU
THLT; EAF#EEDYERISLLDTEFERIRTE (Device physical property and chemical
issues)]) ETNLICRIDIHLGT; E&EHHFICET S8 (Device issues)|(d. [SOC; —A%-
2EEZLLOREELDIKEI N EIINT,

[HLGT; #amanf, ##5 i, BELLVRE I ATADREIE (Product quality, supply,
distribution, manufacturing and quality system issues)|(d. [SOC; —A¢ - 2EEZEHL
OREEDKE OB ENEINT: 5 HORBMREICEET2 HLT ([HLT; #EoFZREBEIC
BT 378 (Product contamination and sterility issues)|. |HLT; ZHigZr/ofTd 378
(Product label issues)). |HLT; #un&#IZATS3E7E (Product packaging issues)].
[HLT, #EHMEICETERT8 (Product physical issues)). |HLT; #daan (-9 3
N E C (Product quality issues NEC)]) % T{IICHFD,

SOICHLGT; #daganl, #hs. 7l HEHLmE I ATADRE (Product quality,

supply, distribution, manufacturing and quality system issues)||3. & T, H MM
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B, ftia. B I MEENN-331HI0\-TY3Y 19.0 TEMENT 8 40 HLT (THLT;
TEERT, BERTHLORENIE (Counterfert, falsified and substandard
products)]. |HLT; HEHRBLOFEDRE (Manufacturing facilities and equipment
issues)|. |HLT; #E&/CF593FI8NE C (Manufacturing issues NEC)|. |HLT; #&&
BEEBEDRATE (Manufacturing laboratory controls issues)|. |HLT; &R HZDA]
& (Manufacturing materials issues)|. |HLT; £ZZEDRTE (Manufacturing
production issues)|. THLT; g itilBhLIMREDRTE (Product distribution and
storage issues)) B KU THLT; HBAMEELOHEA DRI (Product supply and
availability issues)]) % FHLICEFD,

6.19.2 MYRDHEBEELUHIN

FZEOAEDEE#HMTH> T BEDHEE"CEEIT 3D SOC &UYTT2EHEMDHEMENR
Wo LNLGHS, BE(ICEIT 2MIBEE R T 2R MAE (product terms)[COVWTEBE DL LM
(CEUV IS BEHEMRENTNS, BIZEPT; #agzAdSEFEREFDEE (Transmission
of an infectious agent via product)|DF71X)=SOC (Z[SOC; BRIES LIV ELLIEITH
Y. ThyH1)-S0C (3TSOC; #igDfi&l THh.

R ER(CBE T SFESMEER D F1 T TIIAL BERIERIZR-ZLLTNEIN TS, L
PU. MedDRA TRI-Y-[CLBEFHBCHELT INGOEBRNLECERINTUNSD, Kk
FRARRIBEMEZ B LW\ S SR, FEDKIRD[ 517 (BT 2AEEBIL (&, Z0RH, —
RREICALLN TS, HWERLEGROBTR, FIZE ATV RYT" gt "YUV I EFBFIS
FIICIREEN TW\D, — RIS, EERMEERICBIE T SREDBERE PT LA TRENSA FFEY
ITONFAERICEEZERICBEES 2L ZO TABREEE LLT LA TEREND,

[HLT, #HEFABREEEDRIE (Manufacturing laboratory controls issues)](&. &E M
BRESOHETRETCERINSIZEORARERER (laboratory tests) [CBIT2RIBENN-3
JEEBELTWS,

[HLT; #@iBELOMREDRIE (Product distribution and storage issues)||3. BIEZE
H.MBEE, HREFEELRLCLIHURORECEAITIMELNN-32LERRKLTNG, Z0O—
A EEREPR, BEOCHBELGLOIVE 1-Y- (L3R FORE (BT 2B GKREBR

(medication errors) &EZbBN., ZNLIZISOC; BE, FEPLVBESHHEILEENHE
PR EBRRICREET 2AENA LGNS,

[HLT; FGHEAEELOEETDETE (Product supply and availability issues)] (&, Fi@.
Bk, REOELSLEIXBISNTEY, Y1 FI-V O, ERAFERANTERNE RS
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(product not available on formulary) . FiENSOEBZEUNEEDEENN-TE5LEE
LTW3,
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6.20 [SOC; ¥5#EE

6.20.1 SIEEAE

BREEZEONEICAVSE 1 D123 KEBEHHBEFZDOFEITL TS Diagnostic and
Statistical Manual of Mental Disorders 5 5 /& (DSM-5) °T#%%, BEd 3fERH DSM-
5°DIRE T 20 FEAICA>THLGT LAINTHEEINTWS, HLT LATE, DSM-59CEAREES
NTWBREEY, ZNLICIFEIDEVBERICHIEEN. ZNZNEE HLT £LTEEHHNTL
N

%% HLGT O T ICH2EE L EHORERICHIEEPIERE. Z2ZnZhd HLGT O F(2%% HLT
LRIVTI =TSN TWS, BIZ [ETHLGT; #I2MR5/EZE (Depressed mood disorders
and disturbances)| T Z[&. DSM-5°(Z38IFONTz /I D MFEZE H10 DIERXICI# I 0 Z 8 /IC
XFI59% HLT AARCESNTWS (120, %&(F DSM-5°M a2 B 22 (CIEEEL A VDS DEEE
EREITELTVDS) .

N=I3Y 19.0 T, [HLGT; S@EHEMEZELLEGIEEZE (Somatoform and factitious
disorders)|3F 3R [HLGT; SBAEKIEDLNEEME (Somatic symptom and related
disorders)| [LEBEINT, EERIC. [HLT; BRAFRFMREZ (Somatoform disorders)).
[HLT; #&##E% (Mental retardations)) 6&UTHLT; MAELFERE (Paraphilias)|t
DSM-5¢ [CBWT, INGOBEENEEINT0., {4 THLT; BEEKIE (Somatic
symptom disorders)|. |HLT; HIBJEEHESE (Intellectual disabilities))| 5&UTHLT; /15
1Y TELMNNTI1 Y TIEZE (Paraphilias and paraphilic disorders)| [CEBEINT:,

BHD DSM-5°048ICZ S I 2HUIRLIERIE. BRENGITHLGT; S2EFNE C (Mood
disorders and disturbances NEC)| X |HLGT; #&HLITTEICHRNSEMKLNE C
(Psychiatric and behavioural symptoms NEC)|[CEEHHN TS, FIREREREEICLE1E
1FEE (LRI B2FFELISOC; MEREZE % T51NU-UYIEL., [SOC; EHEE=thyy
-0 LTW\3, BIZIXIPT; FAY/N1V-EEEZHNE (Dementia Alzheimer's type)| (3
[SOC; ##EFREEE|TI3MNU-UVTEL., [SOC; BHEZ=thyT)-UI LTS,

[PT; ~olyME (Tourette's disorder)) D& HIRIEDIEMHIEE (L MedDRA OJ-ILTIF
[SOC; X, FKIEMLLEGKREZE%T51Y)-V07EL. [SOC; #BHEZ|HLUZEN
FNOFIBEALIO SOC 2hHVFIU-UVIE LTINS,

[HLGT; FEEFEZ (Sleep disorders and disturbances)| DT (CI3. &2 TOEFADIEREE%

&9 HLT ""&FENTW\S, [HLT; AEHEFFREGEE (Parasomnias))(CI3RERRICBIELSFIER
2EHNBESINTWNSE (B : [PT; EELZE (Abnormal dreams)|[PT; ZEZ (Nightmare))

[PT; ZHHE (Somnambulism)l) .
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YWEILRICBEITZAE (B : [PTs EMEA (Drug abuse)|DTNOILLT; FZHEEELA
(Enema abuse)). [LLT; #& FEZLA (Laxative abuse)|BXUPT; FNI-NAE
(Alcoholism)]) (&[SOC; ##EZ|OFOIHLT; YEEEEELLOBHIEES
(Substance related and addictive disorders) |1C) V7 LT\,

DSM-5 [CHER (L. [#EHE (addiction) &K T IE X BB EFAEL Y EKTE (substance
dependence) | THADT. MedDRA T(E[#&%# (addiction)](d LLT TOAAWNTWS,

MedDRA O#F#E D" abuse” (ELA) FEEE. [SOC; H#AEHE|IDFAELISOC; #HHEE D
FEELEXBITERLIICKREAEN T REINTNS, "abuse” AZEL[SOC; HBAEEZE|ICUYY)
L. 5t/59 3 "dependence” (fk7F) DFRZEATLE PT &135) PT &L TUNELTWS, [PT; &
YEAZE (Drug abuser)| D& NERITFEIIISOC; H#RHEEIICVYILTNS,

(JMO 3F : [[B1F 2Bk T 3"abuse" BT L ROHAAICIZ Y TZESLL)

6.20.2 HYRHEBEHIUHFIN

KEBHRFEROEYRDICHEST, DSM-5°ICEFN TVREEE T ZMMEERT L5880
. I DSM-5REE L FREHIEHONLEZRTELELE IV TRHIToNTEY, BEFO—AZAYE
FERBLEHILE 15 1ICHIGLTWEN, 2078, BEFO—K&MNEAEILTR—0 HLT
D TOEEDAELLTEREIN TS,
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6.21 [SOC; BHLUVREESE ]

6.21.1 SEEE

A SOC O HLGT OAEBH (SREENFZHINFECHE- VS (B - THLGT; fEHDLIEMTESS
EZE (#EHZ8<) (Bladder and bladder neck disorders (excl calculi))|. THLGT; K&
FEZE (Ureteric disorders)|) . HLT (SRR RYRRERIICHFESNTEY (B : [HLT; £#t
BERPLOHAE (Bladder infections and inflammations)|. THLT; EHETIAEE
(Bladder reflux conditions)]) . JREERICFoni\ PT (X[HLT; fEHEZNE C
(Bladder disorders NEC))5E®D HLT D FICXEHHN TS,

[HLGT; #BREMEZFREZENE C (Genitourinary tract disorders NEC)IIZI&. JRERD
BEERNEBEBAEHFELTCWVRVAENEENTVS, 20O HLGT OF T, HLT [F[5eXR 4], [
BLUORIEIHSTICZOMDIEE | OATIV-ICHO SN TS, SRIMEESNTVNSIEE. [
EYIBLUTERMEEE OB BYIRESHFNEMIZ~T HLGT O FI(26H2 HLT LAY
[CEHONTWS (] : THLGT; EBEZE (BUEZE<) (Renal disorders (excl
nephropathies))) D TCIDIHLT; BHE#FT£Y) (Renal neoplasms)|. |HLGT; REEE
(Ureteric disorders)) DT NIDIHLT; EXMEKEEZE (Ureteric disorders

congenital)l) .

A SOC [CBIFBEUELAEIRE. THLGT; REEFRBIRBLIMEIX (Urinary tract signs and
symptoms)| DT [CEHSNTHY, THLT; EHDLLINREMEIL (Bladder and urethral
symptoms)|. [HLT; BREE (Urinary abnormalities)| SO THLT; REEFEIRDLLMNE
N E C (Urinary tract signs and symptoms NEC)|D=D20 HLT [ZA2H N TW3,

6.21.2 HMYRDHBEELUHISN

[HLT; R£%E (Urinary abnormalities)| D FIC[EFAE D" ~uria"HMF W\ BENEHSN T
%, CNid. B4 DNAMSSONREDBRICE>THRIRIBIPT; EHAL (Proteinuria)l D&
IBREFEDAEE. BRICL O THELESEICELSRELZEER T BEHITRESNEBDTH
%, INICKBT 3"~ (in) urine"MFAFE (B : [PTs RFEZEHGEE (Protein urine
present)]) (. [SOC; FFARE|[CREINTNS,

O, BT, Bk 2R, B E EE LSS CE failure” & "insufficiency” [FRIZEFE LTEDN TS,
[SOC; EBDLOREEESE|TlE failure”ld PT &L, “insufficiency”(& LLT &9% (f3 : [PT;
BF%2 (Renal failure)]. [LLT; E#FET 2 (Renal insufficiency)])
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6.22 [SOC; ARSIV IEESE]

6.22.1 HIEEE
A SOC 3. fFREZ DB LUHEEER DD 2 O FEEICHLLTWS,

FREF A2 FE0 HLGT, BIZSTHLGT; #AEZLZ% (Breast disorders)) PIHLGT; BEHL
DEEBE (BRELVEIEELE) (Penile and scrotal disorders (excl infections and
inflammations))) 3 HLT LRV TE, EELTRERICHFESINTNS (] : THLT; REEHL
OEMAEFTEY (Benign and malignant breast neoplasms)). THLT; Z 150 EZ
(Lactation disorders)|) . 1z, ZDFEZZHIEBAI COEIREAEIRE HLT ELTEENZIEN
H3% (B : THLT; GrZzfREHR, EXBLNEZN E C (Prostatic signs, symptoms and

disorders NEC)|. |HLT; ZABHIRHLIMEK (Breast signs and symptoms)|)

ZOM® HLGT. BIR(LTHLGT; MEEEEHLOEIBFEIEE (Sexual function and fertility
disorders)|. THLGT; BIFEETEEA (Menopause related conditions)||3. BERERIPEE % 2
BLTW3, HLT (SHRERIREEZE IS MELTVNS (B : THLT; HELLIGHEDKELLL
[EZE (Erection and ejaculation conditions and disorders)). |HLT; #&FEREDL:OIEH
EZE (Spermatogenesis and semen disorders)]) .

[HLGT; £ME#5RbELOAEBEEFLX M (Congenital reproductive tract and breast
disorders)| (&, BIEHEQOEONEIRF ICEUEBONCIEEREL BERICEELTVWAEIRIC
DVWTOAENEENTHY, Z2ICE TS HLT AEKMERToFEINTNS (B, I
ATRE) o

RREBRIUKED HLGT (&, BEIZ AR TR HRIICLTHEESNTWS (1 -
[HLGT; XMLIEHFRBERELORIE (Female reproductive tract infections and
inflammations)|. |HLGT; ZM#EIEZFFRBRILOEIE (Male reproductive tract
infections and inflammations)|) . RIS ESNEVAEL. [HLGT; £E#FEEN
E C (Reproductive tract disorders NEC))DTFOIHLT; #£5E#5RERELOHIENE C
(Reproductive tract infections and inflammations NEC)|[ZEEESIN T\,

[HLGT; £%E#REZNE C (Reproductive tract disorders NEC)| (&, RN ESINT
WEWAEEDESIC, lRBIEWDFEE TV, HLT IZ[E. [FEY ). [BEBXUREE ], [#EH
SOERICEAT 2EDEEBIC, THLT; MFEE (Gender disorders)| > THLT; #£JEz5-7ME
ENEC FEHZELS) (Reproductive tract disorders NEC (excl neoplasms)|H'Bc &
INTW3,

6.222 MYRHBIELIUHIN

A SOC TOREIZMICHDEINTVWBRBLEBLURENDAEESEEMBO HLGT &I ERY,
[HLGT; ZE£% (Breast disorders))|CIZTHLT; #EBRHLIHIE (Breast infections
and inflammations)| ' EE B SN T\ B,

[&F2"Perineum” |DfF W REEIZISOC; £HERBLOAFEEIHSVSOC; 4k, EHD
LOBERIDKEE 2 & HEOND SOC (LU VT F3RIEEMN H B,

ARO[ 22" Perineum” | DT WV AENEINEFINHELE, T-A\MT-ATHREBYIE
EZ6N3% SOC [CUVIEEBIELT S,
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NETORIE, TEEHERLGERT, MSSO XIPT; FEHILLEEFE (Cervical
dysplasia)| D N IDILLT; SEREFLEARZE (High grade squamous intraepithelial
lesion) | D&% EFEANRE JICBET 23 UERELBEVABER I IENTFELLEEZI TN, F
ZEUAOEME RS AECOVWCEMER N HNIE ZNZNEE PT O TFO LLT £LTGE
93, Bt [PT; FLZREFEE (Prostatic dysplasia) |OTFAIOILLT; O-ZL—F
IR EREAIFTEY (Low grade prostatic intraepithelial neoplasia)l, [PT; AIPTl#52E
FEBE (Anogenital dysplasia)|D N IDILLT; ALFISER-FLEAREZE (Anal high grade
squamous intraepithelial lesion)]’5ETH 5,
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6.23 [SOC; FFIRZE. MERE SV HEFERES |

6.23.1 SHIEEAE

RPN HEICES HLGT (B : THLGT; MREE (Pleural disorders)]) IZ(3. FREEZH]
SHICEDICHLT AMEFENTWNS () : [HLT; MEERELILAE (Pleural infections and
inflammations)]. THLT; SHELHIKN E C (Pneumothorax and pleural effusions
NEC)]) . SYILEBAELIFHEMGZRT HLGT (B : [HLGT; LFEEE (BRELE<)
(Upper respiratory tract disorders (excl infections))]) (&, HLT LN T, &Y EFRL AR
ZZRERNL, JRRE, FREEREAER (B : THLT; £BIHLOAME (Nasal congestion and
inflammations)|) [CEDE, BICHINKDFEIN TS, 20D HLGT (3. /BRI FESN

(5 : THLGT; FFRZEFFEY (Respiratory tract neoplasms)|) . HLT LNV TI3AESE]
FHCHRENTNS,

HLGT 213, REF AR RROMEERRLTVNSEDEHS (B - [HLGT; FHREEE

(BIZEH LR EH) (Lower respiratory tract disorders (excl obstruction and
infection))|. [HLGT; LREEE (BRZE<) (Upper respiratory tract disorders
(excl infections))]) .

[HLGT; SR (Respiratory tract infections)](Z13. BER (ME. V1ILAGE) LU
R ZHEBALIICEDWTHEESN T HLT () : [HLT; £RE&RRNE C (Upper
respiratory tract infections NEC)|) DN&FEFNn TN,

SRUEE (HLGT; AXMEFRFEREE (Congenital respiratory tract
disorders))) | #1% 'R (HLGT; #FE£LHFREZFEZ (Neonatal respiratory
disorders)|) . BOUNIEESIZRIERMIH D WNIREEICL > TSN FEIN B V\FRIZ REELRY
HLT (3 : [HLT; #FREZE (Breathing abnormalities)]) % T{IlC3FD HLGT

(THLGT; #R#Z#FFEZENE C (Respiratory disorders NEC)|) D&S5E4FEA9% HLGT
BEEREINTNS,

6.23.2 HMYROHEBIEEKUHIS

[HLGT; THEEZE (FIEHLVFREZL) (Lower respiratory tract disorders (excl
obstruction and infection))) DZFRCRAGHE LS ICIEAZE | B KU T R (LRI 2 AR D
HLGT [CUYILTW3, BREICIEER O HLGT h'$ 31, FAZEICBEI ML, [HLGT; &
FEE FEYZEES) (Bronchial disorders (excl neoplasms)| O T OIHLT; S&%
ZBHLOBIZE (Bronchospasm and obstruction)] [CBRESIN T3,

—7h. [HLGT; LSEEZF (/B#R%<) (Upper respiratory tract disorders (excl
infections))] DERLIE LR EFEBH>TNS, BELAEIIMIZ LRI HLGT &L TBRAINTNBA,
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FAZECEAT 2AERCOIHLGT; LAEEEF (B#R%ZE<) (Upper respiratory tract
disorders (excl infections)][C&FNTW\2HENH D, D HLGT IZET S PT (., fREIFH
ERALICXTIGT 2 HLT O TICEEESNTWS (I : [PT; £L# 4 (Nasal dryness))($IHLT; £
BBEZEN E C (Nasal disorders NEC)|DFAL) o e, BAZEICBIT 2. ZORRAICHEN
D HLGT [CEUVILTW\35HEEH5, BIRILIPT; AEM[EX (Tracheitis
obstructive)| (. THLGT; f8/E# (Respiratory tract infections)) FOIHLT; _L5EE
RN E C (Upper respiratory tract infections NEC)|IZUY I LTW3,

RE (L, THLGT, &R (Respiratory tract infections)] ¥ WO E—O HLGT [CECES
NTWAHY, THLT; BEERLLIAESE (Pleural infections and inflammations)| (3
[HLGT; BEEZ (Pleural disorders)| D FICEEEIN TS,

FEMSINTUHLGT; HFREFFRFEY (Respiratory tract neoplasms)|(CEEHHENTNS
M BIAEL TR =Y S THLGT; MEMESE (Pleural disorders)] (HLT (3[HLT; M4
FTEH (Pleural neoplasms)|) O TFICEREINTLS,

[PT; #&#%H4 (Sputum decreased)| 6LV PT; BEZIEM (Sputum increased)](£ISOC;

IFRZE, BIZBHLOMEES) [CEBEESIN TV, ZNId. BEINOOAREFERRRER R TR

KEZHREEZRIZIZDICAVGNSFHETHDHTH 5.

OB BT, IR 2E. B E EELREES Cld failure” & "insufficiency” [FREZFEE LUEDN TS,

[SOC; FFERZS, B2BH L0 HEIEZ| Tld failure”[d PT &L, “insufficiency” (& LLT £ 93
(B : [PT; FFRA2 (Respiratory failure)|b&UTLLT; AFRA 2 (Respiratory

insufficiency)|).
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6.24 [SOC; REBIUVE THRBEE

6.24.1 SHIEEAE

A SOC [£HF2 HLGT (&, FELTREBERFFEGBRFICL>THEINTWS (1 :
[HLGT; M1Z7ZMEHLDZFERFZ (Angioedema and urticaria)l. |HLGT;, BFLEMZEE
(Pigmentation disorders)]. |HLGT; RIEEEFHEH (Cutaneous neoplasms

benign)]) . FISME. EELNE W EHUNEREIFZ DB THEIHLGT: KEITE#ZFKE
(Skin appendage conditions)| & f8DED HLGT I[CEE B WK EIREERT THLGT; &AL
bLORELEE (Epidermal and dermal conditions)| T$H%. HLT LN TIE. FBEEZ YL
\|rFeLTWa,

6.24.2 MYRDHBEELUVHIN

IRERSIROBED—EBL LTSN, [SOC; REZIZTI1NY-L. [SOC; BEHLDEE
FHIEE e thy 5 ) - LT3,
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6.25 ISOC; Ht=B’iE)

6.25.1 SIEEAE

[SOC; #&%&H1E|IF MedDRA DH(ZHBZ=DNDEH (Single-axial) SOC D—D2T#H 3, 4~
SOC DEME. MENLEZRICEEZSEZI VAN ELNGWMEANGREEICBET R FERE
. MATERLSCTEIETHD. ABEMICISOC; HBRIFEITEEERIEB/AICETZIE
WEXRIAE. GIZELIPT; EYFLAFZE (Drug abuser)|. [PT; B#HEEDIE (Death of
relative) | REEEATWNS, — A, XI5 d3EE4xRT HE. BIAEIPT EYELH (Drug
abuse)|($1SOC; #HEE|. [PT; L (Death)|E1SOC; —#8 - LB EZE DL IR SEB L
DREE D FEIN TS,

A SOC DAZER. E0REZHFRIIREFMN P FEEICEL UIESHV, HLGT BHEZER%E
KENMCHFELTWB(B : MARETEE (family issues). ;ERIRTEE (legal issues). FEFDHLEOE
ZEFEIERTEE (economic circumstances)), HLT UNJVTlE, 2 HLGT (FHEBT-VEE D4t
SMEBERIEOTIN-TICECHFEEINTWVNS (B : THLGT; M#FfEE (Family issues)) (3.
[HLT; ZEFIFT&E (Bereavement issues)). |HLT; ##&EZ (Dependents)|H LU HLT;
SKEDLL/ NP —ICETBTEE (Family and partner issues)| [THIEESNTVNG)

PLREILEEFITREEINODEITEEZRIHENR PT/LLT OBFRELTEREINTWS, 815, 1B
FEEIEFTAERIAEML PT &L, EfTEEXRTAENQ LLT £LTSOC; #RHEEITO
[HLT; JB5FE774 (Criminal activity)|OTICEBESINTWNS (B : [PT; HAIEFARF (Sexual
abuse)|. [LLT; MHIEFZ (Sexual abuser)]) . BIRITADEEEERIHET victim
off (~DHEZE) DEEREMMTVT PT LAIICHY., [SOC; #E2HFEITOIHLT; LFEHE
Z (Crime victims)]IZUY T LT3, [EEH I EORBRIIMFVTOVEVD, #HEEEEKI A
&L PT ; “victim of 'O F(C LLT (LTEEESNTWS (Bl - [PT; /I EEBAHFDHEFZE (Victim
of child abuse)|. [LLT; #/EFF/E (Maltreated child)])

MedDRA QOF#EMD"abuse” (ELF) FFEE. [SOC; #BAHEZFIDRAENLIS0C; #HAEE]
DABEEXRITERLIICKRIDHEBEIN TS, "abuse” FAFELISOC; BAFEEIC)YI0L., 3¢
59 %"dependence” (k%) #&T PT &(FMIZLE PT £H-TWD, AZEXRT A, FIRXIE
[PT; EYEAZE (Drug abuser)|(E[SOC; #EBHEEIICUYILTNS,

(JMO 3% : [EfF1Z2EKT %" abuse” FFEIE LEEDEFRBAICIEF ZH TERSEW)

6.25.2 HYROHEBIESKUHIS

[HLT; EYILEOMZHEFE (Drug and chemical abuse)] Tl 7V 1-)VBERDBEE
BRALTWNB, THLT; ZAT-NEaG#EEY (Alcohol product use)ll3. 7=V H &=, 28, {1
EBVEORRBELREDLERAEEEATWAN [PT; PAI-WIE (Alcoholism)][3SOC; #F
HEE| I EINTVS,

[HLGT; Z#9f7& (Legal issues)| TIIIBFDWEE LILFORTEEZXRIL TS,

[PT; %484 (Blindness)||3IHLGT; #EMEZE (Vision disorders)| DT [CHFEINTWNS, BE
HEE (disability) (LTOIKRBAIEEFMEEFELLTOIKRRAIZXRIT S0, [PT; #EE
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EZ (Sight disability)] (BEHEZELLTOER) [ISOC;, #R&FEHEI(CUVIL., [PT; %84
(Blindness)| (EZMEEEISOC; MREZE|IZYYYT) LTWE,

B (%)) ICBBLTERETHSZ ([PT; ##4E (Deatness))$1SOC; HbLIHEBEEZE(CVY
L. [PT; EEEZZ (Hearing disability))13[SOC; #EFE|CUYILTVNS) ,
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6.26 [SOC; 4\ #ELUVRELE ]

6.26.1 SIEEAE

7 SOC (. MedDRA O ICHB=2DEE (Single-axial) SOC D—DITHYARIELUAR
AL EICEETRHEDHEEATNS, A& SOC DRI MED SOC LDEHDY VI (3HF>TVE
W

A SOC OFFHEREPIEROREHR. READERBEC T BBV SOC THB, ARBEK
UARKILESEZEROBE LN RICEELLIRE. HEIVIHELLTOBEREROBELLCGE
FREN3len'$sd, SIERNBIRBOLDICE. & SOC [FEETHY. ZOMEEEMO SOC ZIFVY
IJLTWBWIEEE RS 2R EN DD,

A SOC (26135 HLGT (&, FELTREIFMBEMIICKYHSEEINTNS, 1220, THLGT; &%
BIFRELOEEZLEN E C (Therapeutic procedures and supportive care NEC)) [$—
MBI ZDMDEEF I E, £, [HLGT; EE5#E#EZEFH (Soft tissue therapeutic
procedures)| ST 1 TICEY D FEIN TN S,

LIXLEFHEEXRTAEBLLTRVWLONAGRE (abortion) | W FREE. [BATRE
(spontaneous abortion) | OERICIRAIEE 2R I HEELXFIL TS, MedDRA OF TE AL
Ji# (induced abortion) |3 F %R TAELLTEA SOC O IICEEEINTWAH, [ G457
Z (spontaneous abortion) || $IRMIEEEFRIAELLTISOC; 2, E#EHLOEEHDIX
EICREBINTW\S, HAREICRETIAENFENEENIXFITERVNEER. BEELHELT
[SOC; #H, E#EHLDEEHDKE[CHEINTVS,

6262 HIYRDHEREIUVHIS

A SOC (26133 HLGT LNV OEEEIF 2 4EIE, 3R BB ALICEZECBIEL WIS EHED
LEOFINERE, MedDRA OEDZEE 54480 SOC LRI TH D, ZDFER. AEOIIN-T
3. AR FPIEBO D FEICEELIL TS,

e H. & BLUGOWNEL. [HLGT; FEHEEEZEFH (Head and neck therapeutic
procedures)|[CREHBHNTINB,

NEZOBBOLEBEN E—DARFPIEBICEL VNSNS THS,

o HEBHLUHBOUERETCHEMELUBEREEFRIIHTEINTNS,

o M. B BMIESLVBRSIFMIE. (HLGT; EE6MEMEEFE (Soft tissue
therapeutic procedures)| D FICXEHOLNTWND, LHL. [PTs BIFFl (Ligament
operation)|(STHLGT; BHLNEGETEEEF#E (Bone and joint therapeutic
procedures)|D T OIHLT; BGETEZEFH (Joint therapeutic procedures)||CV) V748
LTW3,
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SOC #HEADE (BEERAICEITSMEH)

PT $&U LLT LAV T, [operation] & [surgery |2 & AEERIEZLLTHALSN TS,
BEENLEFZIER T, "dilation” & "dilatation” [FFFRFE TH S, MSSO FZDLIBII1TD
FAFENDTFCLOTRRAIRFBELLTCEBICERSNTNRILEAML TSN MedDRA TIIRIFE
X AT B dilation” [EARIHIALE . “dilatation” [FFEEICEIET 2HELL TR, BE(&
“procedure”%"dilation” & $ BICFR B LIEELZRHTBKIICT B, BIZIE, [PTs F# ki
(Stomach dilation procedure)| =FEUIPT; FEFHEWRPLIFEAEN (Uterine
dilation and curettage)]|3"procedure" #BIMULELTEFH THBRIENBHE THBH. DIV
- OBISNEEOTVS,

[¥)& (anastomosis) |[FARMLEELTISOC; ARSLIABLEZOHIVILTNS, 2 E}
B LUNDY)EEERT BHEEIC[E anastomosis" AADRITAMERHINS,

[FLF=Y (Drainage) | ERBICITIBERIZRIARBILETHY, [9# (Discharge &
U Secresion) | [(FANGEENZHT ZEEERT AETHD. ARALEDEFEN TlEHE08
& "Drainage" C&R L SNBAEEL. BFINRIIC"Discharge” (KR ELEZEBESIRIINE T 5, INHDF
EBRZNZNOEKRTZEIAICHREWVELIICUYTENTWS () : [PT; MEHES#HH) (Post
procedural discharge))|3[SOC; BF, AELLIMESHHE)ICUYILTNG) , —FA.
"Drainage” ¢ R LTVBARINEZZHRT ZHER. [SOC; AFBLOAFLEZ)VTL
TW3, S6(0, HBAEMNRIRFILE L LE TERVIREONF BT 2ENHYBZHEIC
(3. ALB(CET 3% AEE + 'Drainage”| ([PT; MEHEFL S~/ (Post procedural
drainage)|[$1SOC; HEHLIAFIAE|CVYIS3) (AETHBVNEDICEI HZAE+
"Discharge”] (IPT; ZLE# 5 ¥ (Post procedural discharge)||31S0C; EE, #ZELHL
OEESGHEIIC)VT3) LLTRHBEICNEL. ZNZNRBNREEET %, MSSO [F20
MedDRA DJL=-ILH, ChEMRAENEEERINZOBERE EELZIGZENHDIEEAFLTL
%, FAREDENMN-ZEEFDEE. LBZEERT 3N WELUAOBEZH. HEWNIHAZEKRT S
HEAGNCT LB EINSEL,

BEFRELTOMELE (revision) | %39 FFEILEE MedDRA TIEEARL G2 EEZXRT PT
OTAIBEED LLT $LTE B SN TWS, BIRIETLLT; [ EERMIEIE (Ileostomy
revision)| |3 PT; [EIEGEEFR (lleostomy)IDTFHIIC. £2ILLT; BFigflEiE (Amputation
revision)| (3 PT; tJBF (Amputation)) D FHIICEEEIN TS,
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6.27 ISOC; MEMEE)

6.27.1 SHIEEAE

A SOC 25175 HLGT (&, LU TUREBZELSBRANGEBOBRZCEIYDEINTNS, (&
EAEDIMEZEECEIT 2R, tDAESZIFMDFED SOC (DN INBZEICKY, STICARE
RS BEITHONTVNS, ZD8H. & SOC TOR BRIV OB T -IRREABELT B8
DEDTH B, HLT LA TIE, FBZECRSZNICHENDFELTNS, 20558 (FHLGT; &
OREEIL, FE, MTEZELLMEIE (Arteriosclerosis, stenosis, vascular insufficiency and
necrosis)|. [HLGT; ZAES L MEEAE (Embolism and thrombosis)|. THLGT; M1 &/
ZNE C (Vascular disorders NEC)). |HLGT; MEMLEMESE (Vascular
haemorrhagic disorders)|5EDT O HLT [CRH6NBELSIC. BRI RIDLEIRE—TIFAEWCL
TEBHTELODFEELEH>TWS,

6.272 MYRDHEBEELUHIN

MSEICRI T 2B AIRRLRYRREMERT SOC £S531VYU-£LTHY, [SOC; MESE
Fzrhvy)-eLTn3,

[HLGT; ZIFMEIL, KE, M7EZEHLVEIE (Arteriosclerosis, stenosis, vascular
insufficiency and necrosis)| 6 KUOTHLGT; ZFRAELLOMAIESE (Embolism and
thrombosis)) DA (CHT2RBZHIDFEIL. BRREFZSSUEROBRRIRIGICHITARERNE
# (clinical or practical view) (CZEIEICBIELTVS, LM LEHNSHE HLGT OEWIE., giEH
EITHOEMEEE (B : [PTs BOHREEILIE (Renal arteriosclerosis)])) %F&RTDICXL.
HEIREDREBEZIREEZRTRUHE (B : [PT; BBIEFEI/E (Renal artery
stenosis)| £1=(XPT; EEIRDEIRIEILIE (Renal artery arteriosclerosis) 234 LTI LLT;
EBIIREIIE (Renal artery embolism)| XIS PT; EBIRMAESE (Renal artery
thrombosis)]) .

(& (high) ]BLUTE (low) |OfFLVAZEE MedDRA TIBERECEATZAELEZONT
SOC; FEBREICEENTWARN., BINELTILLT; SM/&F (Blood pressure high)|HLUT
LLT; BM/F (Low blood pressure)|($ZNZN[PT; ZM/FE (Hypertension)|HLUPT;
EM/F (Hypotension)|[ZUV70L., [SOC; MEEZ|ICDYILTNS,
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R A BRSEZOTINANI

fTRA BELEZDITILARIL

A

ADR Adverse Drug Reaction

ADROIT Adverse Drug Reactions On-Line Information Tracking
System (MCA Pharmacovigilance database)

AE Adverse Event

ASCII American Standard Code for Information Interchange

C

CIOMS Council for International Organisations of Medical Sciences

COSTART Coding Symbols for a Thesaurus of Adverse Reactions Terms

CPMP Committee on Proprietary Medicinal Products

E

EFPIA European Federation of Pharmaceutical Industries’
Associations

EMA European Medicines Agency

EU European Union

EWG Expert Working Group

EXCL Excluding, except, excl

EDI Electronic Data Interchange

F

FDA Food and Drug Administration (United States)

H

HARTS Hoechst Adverse Reaction Terminology System

HLGT High Level Group Term

HLT High Level Term
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TR A BBSEZOITIVANI

ICD-9 International Classification of Diseases - 9th Revision

ICD-9-CM International Classification of Diseases - 9th Revision
Clinical Modification

ICD-10 International Statistical Classification of Diseases and
Related Health Problems - 10th Revision

ICH International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use

IFCC International Federation of Clinical Chemistry and Laboratory
Medicine

IFPMA International Federation of Pharmaceutical Manufacturers
and Associations

INCL Including, incl

IUPAC International Union of Pure and Applied Chemistry

J-ART Japanese Adverse Reaction Terminology

JMO Japanese Maintenance Organization

JPMA Japan Pharmaceutical Manufacturers Association

LLT Lowest Level Term

LOINC Logical Observation, Identifiers, Names and Codes

MCA Medicines Control Agency (United Kingdom)

MedDRA Medical Dictionary for Regulatory Activities

MEDDRA Medical Dictionary for Drug Regulatory Affairs

MEDIS MEDical Information System (Japan)

MHLW Ministry of Health, Labour and Welfare (Japan)

MHRA Medicines and Healthcare products Regulatory Agency (United

Kingdom)
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MSSO Maintenance and Support Services Organisation

PhRMA Pharmaceutical Research and Manufacturers of America
PDF Portable Document File

PT Preferred Term

SMQ Standardised MedDRA Query

SNOMED Systematised Nomenclature of Medicine

SOC System Organ Class

SSC Special Search Category

WFPMM World Federation of Proprietary Medicine Manufacturers
WHO World Health Organisation

WHO-ART World Health Organisation Adverse Reaction Terminology

MedDRA QBESEZDTIVANIVIE MSSO D Website C—ETE3,

(http://www.meddra.org/how-to-use/support-documentation)

JMO 1 : BBE5—E[X EED MSSO Website D Related Documents: Acronyms and
Abbreviations H'6S B TE3,

JMO £ 2 : JMO O Website DI &<HZEM (FAQ) |>[ZDM]IC MSSO LRILFAN—ET
&3, BHEN-JIVEETICHVN MSSO THIBRSNEIESA HINAETIIHIBRE SIC
BHETH3,
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ft3& B RAEBSOLR

ft3%& B AEH=DLd

ZD{F3RIE MedDRA FIFEDHDNMID\WTZOBEE., BASEBRECOVWTERAELIEED THS, 18
2O E MedDRA OBATAHEBEHENEDLSICEIRSNDD. EHINGH. £, 258
N3N EZRLEEDTHH>TWDD B[ FAEDE R TIIEW, RERRIEI-T1VJ | &R, BT
LT—E LUk, 1E# G MedDRA OFIBZENT, £, HRZEDEEDRG TCRONIIEIE
BEEETART 2B TIER SN, MSSO FZDFREEERNBEDTEEL MedDRA O 1-
Y-DoNEL(CKYILITEMSINBZBEEN H B L EHFL TS,

A

Abuse MELA
FFEEIRB LY MedDRA TI-FEINET-IDBFTOE T, ELALEERT
(C. BRBEAREIGHFINZIESENLGNRZENELT BEILIEESE
A& (OTC HBVILAE) #FERTEIETHD, ZOFCENNABTRDITE
32t (BB JEEFINEN ZNOHACBRESNZEDTIIE, LA EE
. BRENER. HFRENERCLHTERIS,

Acute [21%]
EFZNCET2BICEENRIREEICES L EEH® T 5, HIHRICIE 2R
IKEEFMEME | DIRRBLYEEIEL HREINBI LN H B,
COZEICREELT, BT S HRBDEBIMBFELNIET 3550, BICEEED
EVDHERRTSAEEIEALEW L ELE,

Addiction [ & |
FFERIRELY MedDRA TI-FENET-FDEFT OB T, BEELIE3EEE
BN TOERFERANOILEVACKRT, BELRFENHZICERST. BEXL
(LHEENZOFERZIVI-IVTE3H5\WEF IETRIENTELRVIREEIET, B
FEd. BAERKFEORER. BERERBFEESEIT N BN ZNEERNLI
TR FHOED., FBHN., T8N, SENNRERERT BIEADRKNS
£93IETHB,

Aggravated [EL (EE) ]
DREBN BB LI BIARMZECLZRE X XDE ]
MedDRA TI3EEFEE ; "exacerbated”. "aggravated”"H & worsened” (L[7]
LUK,

Application site [ BFIEBNL]
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MedDRA Tld, 7U-L, O-23v, BEEH] (FIIANOTY-NvF) BREQEHKE
FERALERERBEOEMEIET . F 5. hT-TIILZFEALGEDEFIKR LA
BHEL,

Angina  [3Ri{0VE ]
MedDRA Tld. CORREEHVEVNTHBIENB, /ALY EO LLT &LTW3, Z
DRI, HZEBCEEEORkR (BHEETYFT 5 Angina tonsillaris)
DRIDFRITE L TERRIN TS, L. BE. BB CTIEIORAELBOEE
(Angina pectoris) | &£ LTEREIN TN EN'G, MedDRA TIXIPT; ZoiE
(Angina pectoris)|[C)V73ETW\3,

Arthritis / Arthrosis [BAEf ¢, B EHEE
MedDRA T, BEEIOWVH' GBI RIEGBEEI R E LTV, —75. BIETE
(Arthrosis)[IFEXFEEDEREDBEETR B THY., [PT; BHMEEIE
(Osteoarthritis)|IZ) Y7L T3,

C

Cancer / Carcinoma  [#& /& (F&) |

[ | TR BN S E LR B TH HIBTEL . D BAEBALICILA BT
(B:#8) N'HBEETH 5, & (Cancer) ]S EEMHZHEKEOED (U=

Carcinomas) . BEMABRODED (KAE Sarcoma) . EMELVYY/HE
BEAEOED (AIMfK Leukemia, UV/\fE Lymphomas., % &t &8EiE
Multiple myeloma) #&TE 4 DHEBAZRED—DEE X%, MedDRA Tl
“carcinoma”&"cancer”[3[FFEE X BN, BHE"Carcinoma” FAFE (L "cancer”
EBOTALCEREEBEINTVNS (BIILLT; KE/EHE (Skin carcinoma))($1PT; /&
#Z (Skin cancer)]IZ)YILTW\3) ,

Cell marker [$HER~—-h—]
MRV -H-¢ 2D ELZHHIVNEETFIEEZ L. EL5HMEY
1TEHR T BIBIEE D,

Chronic  [121%]
RIACESEZE. HIVIRABOEEZREWT %, H23HE(CEMB ] GIKRE
EM 2] DRELVERELE ZBN S,
COZEICREELT, B E(TEHEOBIMBAFELNIET 3550, BICEEED
EVDHERRTPABRIFALRVWEICBELE,

Closure  [#2]
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Closure ¢33, B\ HEERBORNBINENLY, HEIWEE R RLEIZIHS
N3 EZ&BRHEREZE ST,

Cold [R5 |
MedDRA Tl3. R(feeling) e WX ERMFENAZ Cold DFFLIS SRR
INFIVEDEEEEKT B, /5 (Coldness) /5= (Feeling cold) (&, AfEICE
STHNRBIEREEN T EIETHB,

Compounding [FAE%E]
B, EEERXIEMCSHS>TRAAINZE R (BEER

Compounding issue  [EC&FDRIRE]
AEEOMECHOIMRE

Coring [3A7UVY]
JLBREDM A, BIZIENAT IO ICES 2T LR (CUIVERGN R R &
Eo

Crystal formation  [fE@RTH]
BEIDFHZ\NIFREILF TR, LEYHIVEZNOOEEHRNEEL. BE
DHEFITIERHONBVWHTEEDFERNZHEIND L,

D

Device capture [ ERE 2R DIHiE
[PT; EmEEFFIEREE (Device capturing issue)) [FBEREBSDAA
PHANTELG LD, BRo=EEZA. HATEHZE
Device use error R 2R E IR
EE#EROMEEN BRI, FLEREENBRFELL EZHEMREEER
SRR SHEITIRIFET I L. LRV ELRIFZITORNIL,
Diaphragm  [t&RHE]
MedDRA Cl3i#EFREIAEREFO—EBELTKD
Dispensing Error [ERFEE
HEEIEMOAICBROTEEED, BEENCL>TERIVE S, FIALEEIENODZEE
FICIIAKITZENTES,
Dissolution  [;AfZ]
HEIMENMEOBRAEFRITATZER, BfE (dissolution) &AM
(solubility) (3 MedDRA TlIRE&EEE RS,
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Dosage [&5=]
H3. EHon RESNL) —EREE. KE5EHK. BKkE5E8

Dosage Form  [#&5&I#]
BEETENELTREINEEFIORE Gl hTEIVAEL 7U-LF15E)

Dose [HE]
EEAN—EICERESINGE : —EE5E

Dose Omission  [#&EER% |
BECIERINREENROERNKZSFICO LTEREINGD SRS
B9, BEBFMEBLEGEPERANTIK (BEER) LG, ZELEVER
FREVER (f : READERE) H'H2EEEER

Documented hypersensitivity to administered drug
&5 (TN T BTSN TIBHE |
CDMRF@R](F, BEONITICN HZER BB THE]LEBHFINTVBICE
AH5Y, ZOEFINMEESNTARRER T, BIZIE BEOANTICIHILIFHIC
BEL L RIRSINTWBICEI DT ERENY I I7HIZALF L. ZOREREEEZ
DEAZRAL. FMBICHT,
BERE CHBIPT; EHREICHTBEERIN/EBBAE (Documented
hypersensitivity to administered product)) [FEEEIRRERIH, ZHIIC
BROS DT T ORI T 2 HIINBBFEERT,
Drug diversion  [ZE&IELTRA]
MedDRA TI-T4YJINET-5 OO BN TIEREERAIL & &FN
MOEZNICHELEINZERANGRMLT. BEREREZIEIEEEHKRT D,
Drug Formulation [SYHI |
CORRERBEMRDBLVIEEER D ORAICAVLNS,
Duration [ (&5) HAR
CORETEERAREZET

E

Exacerbation [E&{t (&) |
"Aggravated"S 8 | MedDRAT(I&EMFE"exacerbated(exacerbation)”.
"aggravated”H LU worsened" [ERIZFEL TR,

Exposure [IREE]
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MedDRA TR TEROEWRTHWS
o EYICRELT . LFEYE. BY. MR CRAEBENOREEZED
o SFITLMEER (MR, EREEM) THRLEID.

Extension 7y SIEVA
HEHIWIEEEEAELLTAVS5E. Extension & (SEEE RS DRSS
mD—ERTHY, EBHIAFNEEREEN Y- FETHESEXIBHEIET

G

Gel Formation (5 IVRZRK
SEN, EBABRICEERHONGEVNESTFUEMBEE KT E2E, 101 MNNE R
FYESHICEVIREEE BT E,

H

High Blood Pressure [=IMME]
BARMEDS VVKAEZS T, ZOEZE(CEAL TITE 4 DIREN'H SN MedDRA T
($"High"t "low" [JERKRIEEZR T ARBLLTUSOC; HGARE|[CHEINTV
%, —MMICIETMESME (blood pressure high) |& [ EIME
(hypertension) | [ERIFLLTEDNTWADTILLT; &SM/~F (Blood pressure
high)|\Z[PT; FMI/E (Hypertension)|(ZUYJLISOC; MEEE|(CHFES
ncTna,

Hypertension / Hypertonia  [SIlE ~#HERITHE]
$H3E 5 ClE. hypertonia (3 hypertension ¢[E#:E CH 3N, MedDRA Tl&
hypertonia [FRN R E (CRERTTELHHENTIHBIREBEERL. HR
RFEEICHFELTNS,

Hy's Law  [Hy O;%8 ]
[Hy O;EREEREFREEDIBIZED—DTHY, [Hy OERICHTEREZEER
bNBEFIE TN 3 IEEEZHELTWARENHS,
o 7I/FSVRIIS-TDER ALT $&U AST NN EELFED _LROD 3 BEER

%50

o ALPHWEEFHHEDLROD 2 EEXH
o HEVIE/ENEEFHED LR 2 5 L
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FHAICOLTIE 2009 5 7 B FDA A 1T LI IR BIRR AR 5400 853 535 14
FFBEZEDH A FZ1>Y (Guidance for Industry — “Drug-Induced Liver
Injury: Premarketing Clinical Evaluation”) 2SIz,

I

Inappropriate Schedule  [FEYIAB S 5HE
OB A N EETENLRRT 202 TEEE,

Intercepted medication error NEPERY (bt 2 SEE
FEERINRB LU MedDRA TI-FSN=T-5DEHTO BRI TIE, BEEESN IR
WERE (S, WEIBBARELEN, BEVHEEECZNATET R LAHITONTE
IKRBEERKT B, B SN BRI AER. BRNEEIN IR IV E, @A
HELUIRRERRINETH B,

Issue [~FERE (~ICFHd3%18)]
MedDRA Tld, #@HINEIEEEEAZLLTHWRISAICE. BT LEXE.
RTRGBEEWRIZEDTEAEL,

L

Label rﬁl\'}biﬂ_?
EXRBARBFIOTNNRRINEXE, BRI, K

Labelled drug-disease interaction medication error
[SNIVRTRSNFEY — EREHEEERICL IR BEE]
COIEEIBR]F. MINEBICBRFEORBEZEB(IEBZIENHRL L HFINTNS
[CEWDHLT ., ZOEFKINLA ., AR ELEHZREINTIRREERT, FIZEL 28
EIHEOMEEESORENHZICERST . TERICKEDOTAEY Y ZLF S
nrz.
Labelled drug-drug interaction medication error
[SRINRTRENEEY - FYHEEERICL3REBA]
IO FIEER ] FAATLEIC, TTITAREICEDODN TWDEERE L FERIOREIC
HEERNHZLEHINTVBICERDST, ZOEXINNS ., RAEIXERE5S
NIRREIE T, BIZIE H2BENMMEREF R OBHIEEZER P ICEIRUE,
COMEEERFEAIFRICATINTNS,
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Labelled drug-food interaction medication error
[SRNERRENEEY - BYHEEERICL3REBA]

COMZEBRR](F, HAEFI ORI EIC, BENBATVWSIEYE YZER %
FEIRFICEERT 2L ENERNHZ L EHINTWBICERNST, ZOIEXIANE. A
BIELFIEINTARREIR T, BIZIE HIBEDNIVYILF v I ERTH %
FERFRICTL-TIN-YI1-RZRAT, DIV LF v R)VEREIO RS XEIC
(ETL=-TIN-VI1-AEDBEEERBEEINIFRREINTNS,

Lower gastrointestinal tract [ TaBE{LE ]
MedDRATIE FEEDREZIET,
W (TZ3EB. Z85. BB (. KBEH (EBICHETSRE) | 5

(E1TH5R5. BTG, TTRBBLUSTHER)  BRBLUALM

Lower respiratory tract [TRE]

MedDRATIFRDEFEZIET, [EX. MKEX. Miab LU

M

Manufacturing stability testing [BhHERE MR
REREIRBLUMedDRATI-TAYIINET-I DB OB KT, BERE
MBI ETRERCERAIN, Z0RBRIIREZER CRE. BEHLUR
BAE) ZDOFET T BREVPEERES (drug product) DHENEDLIIC
REFRICEL T Z2ONE VNI IET VA% B RHICEIESNS, AL EHEHERCLY
RERG. UTAMIRBLUE DM EBETES,

Medication error ~ [#%3iB54 ]
[EEBR] L BERNEERRE. EEE 5. KTEEBEDEROTICHD
BAT BELEOTHEERIL., FEEREYIRERIER LS| ST AT EEENSH
I TOEERIREREREIE T, N6, 5, EREZE (order
communication) . BFHEOFR (product labeling) . BESLUVFE. B
& AR @, B, HE. BIFAE (monitoring) BLMERBEEZED.
HMRICEE1TE. ERZOT0D. BFUORAEELTOYATLICEHRT 3R gEEN
Hdo
Z 88 © https!//www.ncecmerp.org/about-medication-errors
[E IR IEBLUFRHICET2ERAEZES CKE)J2001

(NCC MERP:National Coordinating Council for Medication

Error Reporting and Prevention) ®WIJH1 55|
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Medication monitoring error EEE-FU V)8
FFEEIRELUMedDRATI-T1Y I SNET-YOBMO BT, IKEETZIVY
JiBEREFEEARFTHMH B\ IIRET - ICLBEAIBRDEZF VT DBIETO
RYZEKRT B, . EFORLLFERICRETIIERILIIER LOEFEZIEST
LEWEZFYUYTDRYEEKRT B,

Misuse [E2F ]
FAFEENE LY MedDRA TI-T1VJEINLT-I DR O B TIE. 32 L.
BRMIC, WAEINEABRHIVE AR GE RIERICEBEHINCARICERDT
[C. BEFLGEEENAEENTHES (OTC H30\I0NAE) 2FERTRIL
TH5.

o

Occupational exposure [EEEEERREE
BEMBEIVE CBERNLEDEEE) \OBRBOBENEEFO SN
HBEEEIA. #ECIoTIRH LOBRICKY., thOREMBIISNBZIEN
B3, IR, "EERICINZ T XY R MR HV BRI BE LOBES
ELIENH B,

Off Label Use  [EIS/MER]

FEEEIRB LU MedDRA TI-T1YJENET-5 DEEM O B TIEHE R AME

A0 REAZEERENT, EREEMARNMLACHSBERCEHINLA
BIREDT[CERMIICALAVRAFZLLY, HRzHREITIRAEET, EIGA
ERI%EIFTTIHEICIE. ZNZNOHIB OB ZIEHRHZ VSR EIZHENMESH
BELNBWILEERTBIL,

Out of specification test results [FRENHERIER
FFEEINB LY MedDRA TI-T4VJENET -5 DEFTO BRI TIE, [#EEHNH
BRI, EEREEIRICAVTEEINRBRERIMERERPE. Moy
IIRT=T7A) REETHEILINT, BLAEREEE (LB RB VPR EEE
DEEANTHRIRRISERIND, INIE, FELIN RIS OELE N THoTEER
BREOEIEANCEVWTEERINS,

Overdose BERE]
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MedDRATI-T1YJ N7 -5 ORTOBENTHBEKRE | L FEFHCHE
SNBZRAKREE (BHHIVIREMNID) B UREEINBIEIBDLIER)
B’E5EEKRT 5,

P

Precipitate  [t#rH%¥]
LZMHZVEEBNZEICL>TRE BB EOERE L ORI IR E R
WMoDRELIYMET. ERLRHEPCRAFELEVED,
Preparation [F#]
HIEFHIBREA DI S ATREDIREEICEFINLED (F © BABER)
(JMOE : @Y)G B ABIRIEWEHARIE U, F © ARREIGE)

288 : http://www.merriam-webster.com/medical/preparation

Prescribing error [ 834
ENICA S EZE I EMEIEREMRE (RREMLGY) [CL0505RY
Procedure [fLE (F£) | (WLERERE
CDAEREICISOC; BF, FELLORESHEID [HLGT; MEILEHE
BHLOEHHEN E C (Procedural related injuries and complications
NECOIDTARLICHZABELVISOC; ARSLOAFLEDFOEEELERA
FEICERENS,
Product [&fm]
MedDRA T}, [#R|LEEER (BERASLU—MKA) ( £YFNEHF. D
JFV, AVEXR-V3aVE G, EEMkR. BRARRER. REFDRRBEANME
F93H0tEnZiEd,
Product coating incomplete [RRI-T1VIDFRTL]
I-T1Y D EROEEIANOTES T RAPHRBECLICR IR,
Product colour issue  [HmEFHDMRE]
BROENG—THREREPEENRDHONEIL,
Product dosage form confusion [E&FIFOER
B GRFFEORRE (IR AFIFORY THYRIEBIRCDBAIENLH S,

Product label confusion [ RBRTOER]
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HMKRTORFALEIRTOARHIVINEEREEZ DL THY, IHEBELIC
DENBENDHB, INE. ORBOFRREFAULTNBIE, HBRWNIE -G
DFRROEBRAHSDLNIEICED,

Product name confusion (B RBTr0ER]

B RBEZIROERE (SR PERIEERAIMERIER DI ETHY ., HEER(IDEA
ENDHZ, INEFEZIROFZHAEVNHIVEREEVPEZENCELS,

Product odour abnormal [MROER]
MEOBVWNBEDEDLIZELRZEDICELTEILE,

Product packaging confusion [HAEEDER]
HRTEOERCIEZOTE. ARZREEZIZIETHY., HIE@RIOEN
2ENNHZ, INE ORRBOBEON R EFEULTNEIEHD T, BE—5
mOBEON B EHMPEoHLWEIZES,

Product quality issues (R mmEBICRd 5/
HmmEICBTMBEIEHBOBE /FRR, 2L, BiX, BWRW, (RF0DE
BTELLERETHS,

Product storage [ERADRE ]

[SOC; #mDfieE|2) V733 HLT; #gmBblMREDE (Product
distribution and storage issues)| (3. BhEFEE, BEE . MTEELRECEK
PHMDREICEIZMEENN-F2LEBRILTNS, Z20—7F . EFEZEFIR,
LEHEEREOIVE I-Y-[CL2ERORECE T MBS E @R

(medication errors) &EZBN., ZNLIEISOC; EE, FEHLILER G
FENCV VIS BIHLT; RaglEFATAICH ISR G IRE DiBEL I NEE
(Product storage errors and issues in the product use system)][CE&EN3
WY EIEERICEET 2AENALLNS,
Product taste abnormal  [S GO ELK]
B ROKNBEDEDLFELZEDICELTEIL,

Progression of  [~®i1T]

TRZEDER. FIEH D W TRFTAVBIL K X (R R EREE OIE N

Prophylaxis of  [~®DFBA]
HIR DB EIRALE X1 (3EHRDF 5. MedDRA T3 {EEREE prophylaxis”&
“prevention of " [EEIFEE LTS,
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R

Rate  [HRE®HE]
—ERBATYOEADREGE

Recurrent [B%]
RENBUHZVIRYELREIRETE2E, MedDRAT(IEEHEE relapse” &
"recurrent”([FEI&EE LTS,

S

Seal [ £#R ]
B EFEBED LCICEINEH CHROREIEIEETADEIEDRHD
£0,

Sedimentation  [JEREX]
M7/ BROESEE TIIROONEVK D X EEYNHET R,
Sore / soreness / sores  [f@H |HB NI RIE ]
MedDRA Tld sore $2\& soreness BMF <A ELLTERBERTHELL
TRWoNTWBH, [PT; #EEMES (Decubitus ulcer)| DT OILLT; #&
(Bed sore) | D& (CBESHBAHEICRIN TV IHEERE, ZLDGEERBILE
KAEZEFRT PT DT O LLT ELTHEINTNS, ey RIRICKY. HREDIER
BELIAETOERBPREZBECHEIREERITAEZLLTHRDNS,
Solubility [ARRE]
Dissolution[&fZ | DIHZ R
Strength [BMHESSE
HIHEPOBENADDEE
Subacute [ERM%]
BHECEEOFHE  EROFEARX EEEENPEETHERiB, 2
‘acute’ BXUIEM ‘chronic’ DEREZSEBOIL,

T

Technique [79Zv9 () |
EESOFAR, BRYIRV., HREGEOHEM (B © FHIFM., BESMEY)
Tenderness [ERs ]
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MedDRA Tl tenderness # 2T FE (I Pain" O FAIBES THY, (FEAEN
PT:"Pain"$ 3\ 3" ~algia"® FHIMD LLT £B>TW3, LML, ZOBENPT;
fEE¥ R Bk (Abdominal rebound tenderness) | D& (C. BAGHNIIRIZ L7=E
2ERLTVBERICE PT ELTEEBESNTVREDEH B,

Thrombophlebitis [ A2 ERAR 2 |
MR BZEEEBIFRMDAE, MSSO (FEPEAI(C"thrombophlebitis”.
“phlebothrombosis”. “vein thrombosis" B EDAENRIZFZLLTEDN T
B EFARLTNSA, MedDRA TIEZNODOAEE IR LIS ZF DBEELL
TRoTHY, SHICRIEMEREMEOFRIRMEEZXBIL TN, A T AXICH
25 EEDREERIRMEE (DVDIEFEENZIENEL RETIMEMZEN
EE R REEERIRA ] THB,

U

Underdose [BAERE]
MedDRATI-T1YJENIT-I OO B TIBLBIRE |LFEFIICHE
SNZRDBEE (BENHIVIERENIL) SUEABIEEINIILERHKT
%o

Upper gastrointestinal tract [ EEBHILE ]

MedDRA TII TEDIEFEEET,
O (DR : MERAR, HIR, B, F220) | RE, BE. B, SEEL. B
2. My
Upper respiratory tract [ ESGE ]
MedDRA TIZRDEFEZIET . 2. BIRFE. WA, BHE, [E

W

Worsened / worsening  [E{t (EE) |
"Aggravated"ZZ 08 | MedDRAT(I1EENFE exacerbated”, “aggravated"H
&UM"worsened"[FEZEE LTS,
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