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HEY O, Ld=, A e B EEV BE =8 Xtz ZoRg0M e
ZFE0 HAIEZ| WZof HO2[EE miets E0[6HA S| o MEd Oy, =

- O
20 Chol 14 JIRIIERE FE Of HISCH U RIS MO ok AN

=

H| K| = U



II. MedDRA 2t

Xp 7IZAER Y Al FItE D3y A2 CHEar 2ot

- OfLe| JVZHAIHEROZ AZE= HES0= of

2 :
7| HACHEFOl 1A SHEICE,
MedDRAS| BE&= 7|ZANERVt O 2= dEl A2 OfLICH SOC 24 ZAf
(Investigations), SOC Af2] tZ(Social circumstances), SOC S/t U LA A=
(Surgical and medical proceduresP| == 20|52 CFE X7t OfL|7| TR0
g 7| HAHER 20 ZHEIX| 24=CF

OIEEC &4, =51 Az &§H32 SOC 24 &= X A= g8 (Injury,
poisoning and procedure complications)ol| 1Xt =T

£0{, 0|4 8l FA} BEQ 882 SOC &M Fof % £0f 29 ZEf(General
disorders and administration site conditions) 11X ZHHED, SiE 229

A2 SOC 21y U J/M= Zt(Infections and infestations)O|| Xt S&r=ICt

Ct
- = [ (@]

Q1EH MedDRA 7|2 CiE=

1 2tE L|2H| &0f (Endocrine disorders)

2 245 = ol (Eye disorders)

3 2SS MHAA ZOH (Immune system disorders)

4 245 MBA ZOH (Nervous system disorders)

5 2+E AT Mol (Cardiac disorders)

6 2tE &2 Eof (Gastrointestinal disorders)

7 2tE "G4l ol (Psychiatric disorders)

8 2tE "2k ol (Vascular disorders)

9 S MOl (Hepatobiliary disorders)

10 | &Y % J71Ms 4H (Infections and infestations)

1 | # % 0|2 o (Ear and labyrinth disorders)

12 | 2524 4 dgh =& &0 (Musculoskeletal and connective tissue disorders)
13 | CHAF 9 A ZHOf (Metabolism and nutrition disorders)

14 | Ar2] 2+ (Social circumstances)

15 A B 28 &0l (Reproductive system and breast disorders)

16 | MXM 715N U QTN Zo (Congenital, familial and genetic disorders)
17 | &4, 35 9 Al &3 (Injury, poisoning and procedural complications)
18 | A 8 Q=2 Tl (Renal and urinary disorders)

- 4, Add WA AN 2O MHE(EE U 8F =) (Neoplasms benign,

malignant and unspecified(incl cysts and polyps))
20 | Q2tH B LHtAH Al= (Surgical and medical procedures)

_8_



II. MedDRA 2t

o1t MedDRA 7|2 HEF

21 UM AAL (Investigations)

22 UM AMZT| B FAT| HE] (Pregnancy, puerperium and perinatal
conditions)

53 MMA EOf B E0] 2@ HE{ (General disorders and administration

site conditions)

24 | HIE& &X| (Product issues)

25 | m|¥ Sl mgt && ol (Skin and subcutaneous tissue disorders)

26 | & gl A Fo (Blood and lymphatic system disorders)

27 | 357|, 82 5 524 O (Respiratory, thoracic and mediastinal disorders)
3.2 &% 801{(High Level Group Term, HLGT)

ST E0E HRE0E |2 Ut AT 0|2, E8O0|UE -UHEECL= Xtz AM
A MAE FHLE Xtz HMS SO0[5H o,

HRITE0E 7IMAEFl o9 &=0|0{ MO St J[ZAHER X Sttel A<
2012t AZE[0{oF otCt é;*—?—lil%oﬂf AZE = U= 7[HAUHEFL JH=0l= HeHo]
e St Oyl o880t AZL|0oF ot OlE 50| HLGT Zz g2t Fof

(Vascular hypertensive disorders)ll= HLT /&4 Z 9F 172/ (Accelerated and
malignant hypertension), HLT g8} 285 (Hypertension complications), HLT
Z2t& 24 082 (Portal hypertensions), HLT A 21 22/ (Pregnancy
associated hypertension), HLT Zt& HZ2 252/ (Pulmonary hypertensions), HLT
2MEY  2Z2l(Renal hypertensions), HLT g2 &gt Z0f NEC(Vascular
hypertensive disorders NEC) S HLT LfZ2H % CHAFY O/AF 2Z8f(Endocrine

and metabolic secondary hypertension)0| UL}

3.3 &% 80{(High Level Term, HLT)

JRAE0E SRS, Felet, delst, Eel, Jis 2E 801 ool HFr= s
EO00ICt. &, EE0E AR I822 {2 + U= 0= 0| AB2| Eo0i= K=
AM 8 HA S50 Mot S01UH-2Els SHO= SfX| fiernt

dRAE0E HOE S| 7|ZAHEFSt HZEH J[EANERER ohte| JR=E0]
offt AZEL. 58 P800 AEE= BE d7E0= I =802t WEEE=
S= JIZAtER0 2EEL.

_9_



II. MedDRA 2t

3.4 tE Z0{(Preferred Term, PT)

HESOls B4, B, Ty, Mo MSE, AN HAL QI T U Az, B,

AlE B EE 7S SXS MFols SO[0[Ct w3 ESOE FXHOE S8

Tro! Ofst JIOR BBGHK| QT ACkE TAIXOID BRGHOF B

CHES0] IOl MEA/THINS 7| 20| QRIS e WolsHY Biyofs

CHESOIOIA LIERITE OIS S0f CHESO] TIAlOls CHSH HI%mt £21%1 S0P} HEo)
L

=Hel tHEE0Z EXRTHO, PT AAIZ &/Z(Rhinitis perennial), PT FErs &/

(Rhinitis ulcerative), PT A= H/Z(Rhinitis atrophic), PT 2z +8/%(Meningitis

aseptic), PT FEEFFA F59F% (Meningitis cryptococcal), PT HFO[2{A #5127
(Meningitis viral), PT A& 88 (Meningitis bacterial)). tHEE0{ A7 THH
0|70l MedDRAS| Ltz FXE A(Chot &Y =+ ULt
StLtel CHEEZO00| CiEshk= XlotRI80I= S EXE 5= UL, SHtel X6teIE0i=
HICA| S| CHEZO{OT HIZE0{0F ot M2 HEE0{7} MedDRAO|| F7+5|H
St Z[SIRIE0{7 X2 YHELE XtE ddECt.
HEE0= ool oRI1801 —» HRITE0 — 7I2HtERel d28ks Sal 2 7|2
EFer HZAED ot BE W2 J7[2AUERR: A48 = UL

SOC = 57|, 8= 4l =7 %o soc = ZE U o|Ms o

(Respiratory, thoracic and
mediastinal disorders)
(2%} soc)

!

HLGT = T 7|= # ¢
(Respiratory tract infections)

$

HLT = &3 HO[2{X 7| 49
(Viral upper respiratory
tract infections)

N

PT = QS

(Infections and
infestations)
(1X} SOC)

0

HLGT = Hjo[2{ = ZEE Tof
(Viral infectious disorders)

!

HLT = ASFAX} o2 ZAE
(Influenza viral infections)

/

ouxt
(Influenza)

_10_



II. MedDRA 2t

3.5 X[6t?] 201(Lowest Level Term, LLT)

oM ZEE OlJARIE 2E0g

Z[oI?IE01= MedDRAS| £[6t?| AiES F+dot= 7+ MEXQ! 80{0|H 2X| &l 2

S| AESHH Sh-fe| JHEO Lol EXoh= Crefet

E015= =it 2 2[IRI80= oi-f2| CHES0RF AZE|M OR{t 22 2AIS 7HECH

—

- S20{: THEE01RL St /g2l THE E0{(0l, PT 2Z&Z(Arthritis)2t 0|0 £dh=
LLT 2 Z&(Joint inflammation))

- AP 320 Fefot Qi|E CIEX[PE oFdEl 0{0|M= S2l0|2 76t £|Lt
UZZO| XIO[0f| Chigt MY SO0| ZA=ICHO, PT L/0/=Z(Otitis externa/it O|0f £5h=
LLT &= Q/0/=2i(Bilateral otitis externa)).

- off| e 2IHEQ tHEE0Q| SIPHES2 shESN Ed8 Zalet 2 HAet
PEES 712 ZoRIE0=2 HAHEICHM|, PT EfEFY (Contusion)it O|0| £dk= LLT
&= Zi(Bruising of face) = LLT Lf2] Z(Bruising of leg)).
- ST X[O19IE0{: XtE YH ZHC= o= UHEE0{2t ST oF JHe| £[5H9IE0]
O|CHOll, PT &Xafo/ois Xlof(Dementia Alzheimer’s typefit O[O £&h= LLT
SIXoF0/01Y XJ0f(Dementia Alzheimer’s type)). O AL [6I2I20{2t sHE 207t
&3t [(HER0{= S5 MedDRATEE JHX[X|2t & AIZOIA LIERICE,

- 09| Bk Yot HoiS Sok= CHE THof HEHOICE TN BE A 0|F =2 901,
troje] =ME HRE 801 SOICHO, PT =& 5 ZE ZS74(Acquired
immunodeficiency syndrome)it O|0f £8h= LLT 0J0/X(AIDS), PT & &z

(Biopsy tongueRt 0|0 &£6t= LLT of 4Z/(Tongue biopsy)).

SOC = & &2 &0l (Gastrointestinal disorders)

!

HLGT = 2{& & A= 3 Z&(Gastrointestinal signs and symptoms)

!

HLT = e A FE Y
(Nausea and vomiting symptoms)

0

$ @ okl '
PT = —_rLg:'. (Nausea) LLT = 3}3 2 & 24
LLT = = F=g (Nausea post
(Churning of stomach) / I \ chemotherapy)

LLT = @4
(Nauseous) =
LLT = A7HE

s 5| =
@ of=l H= (Queasy) * ¢4%{-0| AFE (non-current) 0]
5' Ei— O .

_’l’l_



II. MedDRA 2t

Bt
ot
-0
oo
[=}

J|E Xzl EEet HES il 520 dFS ot Xt
ol

= s 2 SO HMSHE T2 MERS ZQIoZMN AzbEE =
HOITt o X[6IRI20i= Xts QEY 7[HeZ ArEE & Tt
X[6t2180i= "X AtE(current)” EE= X DJAE2(non-current)” HEf ZEAE 10

A2 %0

S

Ct "¢Ixf OAE” 0= O OfOHE=Sh E0{, STESHHLE =9k 80, Ao

| @= OIF 0], HEHO| HX| = &0, MedDRA &0 B&SHK| Sh= E0{7t

oIl S0t 5 U™ Aoll= MESH| S As HEOH 1A Xz At 24

= Tl ZorelE0 +&=0M AlS SMELD At AZXS2 HIOIEH0]A  LHOAM

MedDRAO| B ZEAIS &ld =+ AL, O|F Salf E0{E Alof “2ixH OIAHE" %[5}
_J'K_

FAENE AIES= s T

-

|_

fujn

4. MedDRA 7%

UNHOZ ofof AOIGOIHLE APl TOlAE TQIZINCL Of KOl ofels
ofY FHE 20| MB X 47} 1007) O|NOZ BHO| LT oixs ZL
o C o

—
017} Ee| Eil 2f01E A A= BROIE,. of2iet €0] = 7HX| oAI7E RUCE.

- CDC; Centers for Disease Control (USA) (Rlgztz |25 (0|=))
- CNS; central nervous system (5FAZA)
- CSF; cerebrospinal fluid (&|*Xd=2H)

- ECG; electrocardiogram (&&E)

Of2i2| fol= HRAE0I12 LAZE0] HAOZE AFSSITY.

- NEC; not elsewhere classified (22| 2F5E|X| %42)

Ofzio| °f0l= Z[oreIE0] HAOITH ARSRITt.

- NOS; not otherwise specified (22| HA|EX| 42)

ofol= OREEES 20| EII0HK| 2 ICH I7IEE CHE 201 XL = %0ls 283

of
YXISH7| 2ol MedDRAGIA HILISIRACE. 018 oS 7HK|= <f0i= HHIZ MedDRAO]

_12_



II. MedDRA 2t

FIROIR| HUCLE SiM0] Oe7HX|2tE © MAHS=Z Ze| M0l= B2 Z[oHeE0
CHAlO ZFTHEl FXtE QUCH OIE S0 LLT CVA(CVA), LLT LFT &5(LFTs raised)
50| UL

MedDRAOIA sfst HA0f kA= Pae= “C”, FEl= "Cu” S

Z[or?IE0] A0 ZHESHULY.

4.2 Ol =M

ZUHoZ XR800S MRt LIMXl HAL EE 0= 2N JO0MS 2t
A

o2 0l =ME JRICHS, PT &2 d4(Myocardial infarction). M &

(Infarction myocardial)O| Ofgl). 7|ZHAHER AE 7= o HES0 L HOE d&ee=

L #S QA 80{2 DO Hajst FQE OfQZ BICHOI, PT 27 Agrg

]

(Meningitis aseptic), PT Bty 8t (Meningitis chemical), PT 424 #8127

(Meningitis eosinophilic), PT ELAZS2fALF +81% (Meningitis toxoplasmal)).

N
w
<
D
o
O
A
>
=
=
s
=i
-0
nE
k-l
I
9'1-
R
ook

=
102 MedDRAO|A EHS 2

7l 2R HBY 712 AF 71 B J1™¥E o Z&eict Ol

no
=
1A

o ox
<2 od JT
o
rH

re
I
LY

r

Ir 4o
Il

HLT AMA& Azt Zof NEC(Congenital cardiovascular disorders NEC)Z
ICHHLGT 27274 &/&F &0f(Congenital cardiac disorders)= SOC ZfZ A&
tOf(Cardiac disorders)oll ¢1Z).

D FHIO WA X2 HEEC) QUHEMOZ ZH{Dp IAEl 0= SOC Z2H
o

~

1=

—_— —_ -

N

Zel L& FOf(Musculoskeletal and connective tissue disordersPl| A& E=ICt,

D EHEZ2 =9 FX2 EFREC geo=z FHEN EE 20152
SOC ZIZ &= B&Of(Eye disordersPl| 1At ¥1BE|D SOC /2 Z nfof XZ Fof
(Skin and subcutaneous tissue disordershi| 2Kt 1Z=ICT

. ol= 9 AL OIS 3 H2AHS MedDRAGIN SB7| 1EE HEsr

- WHIR(0]7H): &S =&l W= Fe YRE FEN SOC A & 0/= Fof

(Ear and labyrinth disorders)oi| 1Xt (1A=t

r o O O

A

]
MHH
ro
oY
|

4.4 ==X}
A= BEOl LROIAL JHEO| LHXHEIN] US O Z[SHIE0I2E CHEE0{0| Zefeltf

(o], PT 5-gnf-2r2 24 Z'E(5-alpha-reductase deficiency)).

_13_



II. MedDRA QFL
45 7|X ZHeto| ozt
“ois) JHES BBISH= 20{(0, LLT 227/ 93i(Allergy aggravated))l| CHEES
CHE 012t AgEl Ao|Ct.
(%) MSSOOAME= QsHd S0o|M0| QISE Z20|0t

ZJtet Z40|C}: “aggravated, worsen/-ed/-ing EE= exacerbated”

—_

of=ts LiEfi= ChE2l 8018 MZE

i

4.6 NOS(FH2| BAIEX] gi2) E0i2F NEC(HE| =FEX| 22) &0
MedDRAOIA “NOS(not otherwise specified, E2| HAIEX| %) 0= *[6HR/20]
TIAOIMEE ABE[N, 20 Mot EIL gl= 8RS (HE =0 OfdAr ZF Al
HESEY| @Bl AFEEICE “NOS™7t S0iZt 80i= E58 80{0|0 A HYo| U=
MedDRA Ll CHE 018 TZOHMTE sHAE =~ QUCH XA JHEHO|2E MedDRA ZHHOf
a8 0gE HE2 OfLCHad O T JEi, &K 22|, E= dgdE i #HE =
UD). A= ZES RBHAM Zoet 2HXQI B0{F AREdHOF oK, LLT Z&E
E&(Cluster headaches) th LLT =& NOS(Headache NOS)). MedDRA MSSO X|El0f|
(2} MedDRA 6.1 HIHEE] "NOS” &0{= O Ol FIIEX| 9l 7|Z0| CHEEO
CHAlOf EXHEHEH 2= "NOS” 20i= A[BII80|= HAHIE I

"NEC(not elsewhere classified, E2| 275X 2)"= &4 7RIER el A5 2
FOl £3HX| = 7IEF 2018 2F/SH| fI6H AHEECt "NEC'E I8 20{¢ &¢I&80]
oF MRTZO00T AHREICE OIS 50| HLT &2 &0f NEC(Bladder disorders NEC)
Ol= PT &rZ 2ixf(Bladder stenosis), PT &f&' S0fZ(Bladder granuloma), PT &f&f
24 g2t BEE(Bladder telangiectasia) S TIYet LHEEO/t ZEICE 7|20 CHEE

Of EAI AH 2= "NEC” 0= ZOIRIE0] HAHIZ {301 "3l DIME" 22 HABIRILY.

|
(@]

0

N
~
0x
nE
lm

S
Ol

UurxoR gix}

|0

| 4
MedDRAO| ZRHE[X| foLf EFot [ 3 MAA FHoie| Z< 2tXfe| HHo| AeHo=2
20t AR UUHO, PT 54 28!/ (Breast cancer male), PT 074 28!S (Breast
cancer female)). FUHEC == 070 HE SEXHC W30= RUCHPT &L

(Breast cancer)).

J82 HIO|HH0|A #e2 ZERED| ME0 d8 58 0=

_14_



II. MedDRA 2t

C Er/E4 - N49IZ0i0t AITEOME OBt Jiug 2R0h| R0 242 EHES

ARt LUHNOICH (O, HLT ZI& <Y ZIE= LMYE(Malignant  hepatobiliary
Neoplasms)). LUtHC= CHEZ0Q X[6IRIE0i= 2letd JHE 2F7t OtL7| M=o

O =TT
2 Z0h

() AL A8 - EHEE FAKO, "heart(ald)” E= “liver(Zh)”) CHil HEAL
(Ofl, “cardiac(td&2l)” EE= “hepatic(Zt2])”)E AtEoiCt. 2 Al SEEIHLHO], CHE
HAO U= F 07t St EXHEE THIA E= BR) 20{2] YUHE A0
BolLl= BR= o7t 2 = UCHOY, “cardiac attack(s&e| H=h)” LA “heart
attack (el &2Z)"0| e o=Z ALEE).

() Excl(MQ]), Incl(Z&H) - 12 80{o| AUzt

—H o

“H|2|(excluding)”7t S0{7t E0{= Ot 20| AIRSH= 2SS EZOZ SiLt,

n

1. “excl’& “excluding,” “except,” “excl.”Z 5

2. “incl” € “including”at “incl.”& S=9ICt

=» oS o ol o o1
dz 9 &7, dY 9 g3 - 0|d HoZS H U= 019 B O] HIES
AL “X|S O =A}” “ u] {==n

=N "2 % S U U ¥B70|CL

. %F)ck;lﬂf gll-)g - Célt:il_l-ngloe “orkl” “ol-)k-l”o|,:l_|-l— Ctol= SOC KA FA QU A Z2io/

O O,
MUZ(E L EF Z2H(Neoplasms benign, malignant and unspecified(inc/

cysts and polyps)PIA= BXIE o, 1 Q| J[ZAHER0IME 2XHY Ao

SORICL 02 Sof BT BN oY o7t o= JBICIERS AIZSol
£Ol=XIS & 4 Ut
MEY - UUEOR “MENORF DOl SOC MY IEN X RFY Fof

—
(Congenital familial and genetic disorders)?| 3L 22Xt Z0|, 1 2| 7|2
HESOM= XS AZFR0| S01ZHC

(%) disorder(&0l), disease('d), disturbance(&0l) - MedDRAOM “disturbance (%
Of)"= “disease(H)”2| 6t HEO0|H “disease(H)"= “disorder(&0H) 2| &t 7HE

O|Cf. “disorder(ZoH)"= EL} LEHQl E0{0|22 HE HIE0, ¢?IZE0]

-
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II. MedDRA 2t

A=F AN ASECHO, HLGT /& H& &f(Gallbladder disorders)).
JefLt oRIMe= “disease(H) 7t JHE HHO| 7 2] M0(7| HHEO| &R0
AN AMEElE ERE UK, HLT /=28 X miZi=S(Parkinson’s disease
and Parkinsonism)). “ItZ1Z Zof(Parkinson’s disorder)”2 Eoist= ZLHLCH
= “mhZ1&8(Parkinson’s disease)”0|2f X|&SH= A7}t S8ILt

“disturbance(&0l)"= “disorder(Z0H)"Qt S2|0{0|0, oiE IHES ESH| 2o
M3 E[= Z0TH F=It=ICt, “disorder(&0H)” &017t CHEEO0{/XSHIE0{ THH/of

EXdh= 8% “disturbance(ZoH)” JHE2 FIEX| =L

- UTZ: LTS2 oF o] 0= XIHSICHO, “OE LT270| ofl “OfES"S ArEY).
7|S-0OHE Z0{M 2CHO, LLT 77-3/0/EEA[FE2E[TAHZ0/E BHY(17-hydroxyc

orticosteroid activity)).

. B3} "2pianastomosis) "2 AN A&2 HRED, T X2 SOC YBE &
14

A0 1|

~
SS
Y]
o}
2>
1>
3
Q
Q
S~
Q
S
Q
3
D
Q
8
~
IS
S
S
c
S
3
k=
re
m\l
[l
o
o
X
1

—iu
MHI
o mjo

- () BF(cervical) A XS BR(cervix): LEPHOZ “cervical(BR/EF)"= =

S
X doh= 2H “cervix(Xts BR)'E A8 BE8 XIFett. “cervical"0| AtZE Xl

o

o =
BS 7% "eh 2ESP| 2l XS (uterine) 02K THYOIS ZTfSiCh B, XiZolRt
RIS MOl R0, PT & 2% /g1 (Cervical dysplasiali= OIRI2 $FE0IZ
3718 WLt gt

(») =(dilation 5 dilatation): ZEZEQISHE0! Holof =M “dilation”dt
“dilatation”2 &S2|0{0|Ct, MSSOO|N= Y& Z3HOME O|H BF2 02
TEOHX| 0 AREoih= Ag Yo Uk J2{Lt MedDRAOGIAE “dilation”0l2t=
80i= Al=E 725010 “dilatation”0|2k= &0{= HOHZ ZtFoiCt, B8 “AlE"0l2t=
TIO{E “dilation”0| 715101 QOIE ECt HWESHA SO, PT & 2 Al=
(Stomach dilation procedure)). 0|0 CHet OlQl= PT Xf=r & 2 Adf=(Uterine

dilation and curettage))Qt| SFE0|E F7I6HX| 2411 Al=2 QIFTIt.

rir
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II. MedDRA 2t

- HiH(lut/AlE &0{) W FH|(H|2 FH| 80{): "HiU(drainage)’2 A2 S6h=
S0(H712] MY HH) ol 2 “=H|(discharge@t secretion)”= MILHOIM 2x|7} =H]
= A2 XHok= 80{0IC}. 2MH o £5HK| Sh= "HiH'2 O|QIE 7HFSH0]
=H|(discharge)”2l= TOIE HEoIC}t, O] 0{=2 ofiEd 2/0(0f 2 T30 %
HAZAZCHO, PT A/= & 2H/E(Post procedural dischargel= SOC 24 &= Z
Al= BlEiZ(Injury, poisoning and procedure complications)l P1ZAEICt). EStH
BE Qi 0= THo “H{M"O| FIVE|O] SOC o/t U LAZN Al=(Surgical
and medical procedure)zZ QZEICL O[22 EXN 207} QY Al=0| & &
AL HIUH 2207t E == U= B2, "o+ (O, PT A/= & HiY(Post
procedural drainage)2 SOC Sty Z Loty Al=(Surgical and medical
procedured| AZ)It “BO+2H|” (PT A/= & EZEH/EF(Post procedural
discharge)= SOC #£&, &= % Al= gl%Z(Injury, poisoning and procedure
complicationsl HZE) LF EFO| FEi= EO{HO| S0{7t0{ HHE HieL ZO|
AZECH MSSO= =2tdo| w2t O] THojS0| MedDRA AL CHEH &
BV ottt A2 20 UL ALEXSO0| B1E 2F AFLE HEY wf 7H=Ho

A =
QUAHQIX| HIQIHQIX] L ¥F 2F0| SHFoH=X ARG MiESdh= 20| St

13

0

7

- () B (Failure 3! Insufficiency): MedDRAOIX= A&, ZH o MEQ| £ LK
HE0| CHEH “failure”@}t “insufficiency”= 2X0|2t= ZO|0{2 ARSIt SOC ZE
&& Bof(Cardiac disorders), SOC ZH= &0f(Hepatobiliary disorders), SOC #&f
2 22 Zof(Renal and urinary disorders) SOC 257/ &2 % &2 Zf
(Respiratory, thoracic and mediastinal disordersPX, “failure”’= YHtXo=Z
IEE0 ZF0AN AREED, “insufficiency’= £[6HRIE0] £Z0|A ALEEICHO: PT
&2 (Cardiac failure) R LLT A& 7/ £2&/(Cardiac insufficiency)).

“failure”@}t “insufficiency”’2t= TH01Q| M2 EX|Q] AX[7F UZ = ULCE =
S0 SffMot= AFBAIEE U= BHH, FAGHKE SSE0| X0t U= AL

)

BSLE F) B= AMEASE UM Ol m=f

— O

Hu o

(“insufficiency”?t “failure” 2L
MSSO= 7| gl =2 AH F7|0| sz F HolE S22 FgoH|=
AL MSSO0M= B2 AHEX[ZE Of THof SiA0| U0 MedDRAL} F2 AtE
Xt O[740] U2 €11 %

- —
AS= €1 YCLf, SB0{He| Fatgds <o 0|N0| 7ty HEXQ! of

ZH0[2tn ZEX|RULY.
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II. MedDRA 2t

(Infections and infestations)O| 1Xt 1ZE|0 HZPS X|ASH=E EL20H o7t

SICHA|, PT 274 Z/X/(Dry gangrene)).

olorZey: ABHHO| ALEEl= Z2(0, “Lanoxin®’0| OfLl “ClZ4l (digoxin)”) =
UX|ZE MedDRA sl X7jof A9 CHEEO{(Gl, PT ofzf E&of ofst =&

(Toxicity to various agents))2| 2l0|E BHLI Y= sz = Y= B0t
MedDRAO]| Z&t&|RALCH.

- de|A ZXp: J2|& A= JHAE 20 ZI[QH (Yo7t OF "I, "Bt Ot "Hj
)

- OIHOIM R2lEl 80 Rei7t El= Q1=2| 0|52 WA £(eponymous) 0{= =XH
o=z QIFEE FR0T AEECHO, PT 0/F A8} EeiZES A/Z(Mononucleosis

heterophile test)it RABE LLT = H/Z A/Z(Paul Bunnell test)).

B " (lesion)”0| 2SoHM  JHES| UR(GN, PT 44 HH Al A
(Glomerulonephritis minimal lesion))O|Lt Ha| 24Xl oskX JHAY uf (o,
LLT &/8/5i(Brain lesion)) BHO|2t= 8012 MedDRAO| Z&A|Z o= UCL J2{Lt
UL "HH0[2t= THOE FIRNE Mf J[E "Foi” JHH0| EHEX= 42

Ols “HH"Z FIKSHK| U=CHO, AFEXIZF PT A& Z0f(Renal disorder) Ofeh

SIEtEl J|&E LLT AZ& 3Of(Renal disorder)2 0|28 Y & £ Q=0T “AME

- 21/= (H]LES): MedDRAOIAN “41)/=Z(lump)’2 tE=2 ZHFEX| phetf, "ad
=

/Z(lump)”0] S0{Zt E0l= Ul BRE Sok= 7|12

57| (HIAME): MedDRAOIN “ET|(mass)"s AMSZ ZIFEX| oheCt "Bt
SOzt 8o YWY RIS mots TR0 1K AZECH SHES E9pt
YAISE| Gk BT BOI(Ol, PT &Z/(Mass)i= SOC X Foj & £0f 29 ey

(General disorders and administration site conditions) 1Xt 1ZEICt.
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II. MedDRA 2t

AN YUY Oo=Z “ZHF(nodule)”0| HHSH XITHM HHig LIEPFH w(o, PT FH=
O/ ZE(Milker’s nodules))E HMQlst, “ZAX"0| ZatEl MZ2 £0{= MedDRAO

/=X GE=E.

LS —

5 (MYE): "SY(tumon)’0| EEE ois HYER HFECL FYS Fots
HESO= SOC &4 & % 44 £ NYS(SE ¥ &5 F})(Neoplasms

benign, malignant and unspecified(incl cysts and polyps)Ol 1Xt HEE[D, &

S0t TR el B2 2kt AZECE Y 00 Ad=oF A= UK B

ro rok

B O MM EY|-BHs EHO| S0IUE NPIS0IE HIHEIC,

10
44
15
IS

I_n
rot rir

Il

r

0

40

Inl
rr gjo

Il
)
full
A
rx
>
0x
=
ot
i
%
Ol ot
HT
i
rlot
_0'_|-
o
o
10
z 0
m
~~
Ja}
for
rlo
>
H.
0%
R
ot
rH-
0x

Ol2t= oHgol g0l tHEE0] THAof BHIEICEH OlE S0 LM 7
MEGELHE 2ME0| O =06i0), M2k oFgol gio] tHEEO
2 X{51S (Hypothyroidism)).

20t EE Ho/EEE UEE0 Ao S0id = ULt oot =
1T & 20 oM JIsHorEe 49 FHEEL=E B2 MNY
Xota2 “MHg0l2k= oFY0{7t 20{ M CHEEO(0| ZEHEICHPT A&
Xfot& (Congenital hypothyroidism)). °H&017t gl CHEEO0] Of2f of
ZSHIEO0E F7I5t= A0 MeHHO|CE ZFoi7t MHM=E

oz Iy =50| S R0 oFEH Z6IRIE0E F/IIT
s

un olr
Rl
ot
oM
rlo

2
r\l

M
=
o
—

d
rn
02k
ful

\J
>
rx
i

oy O
o~ O
s
\

2T o o mu

0
Hu
iR
=
9'1-
Lg_f
mn oA
H
Hor
ra 29

— O 1
¢l 2YI ORIEXZ(OAl: "= M47, “dHMd”, $H€0f 80{) 0]0] MedDRA 8.0
HTOMEE Oofof 2t J7|&Q] 2 E0{50| YZERUCL. ArEXA HE 2F ARY

AN
EAof et LY B0k gEE AoIch

83: MedDRAOIM oHFHO7t Ble 7IESl & 80(dl, PT 7 &&(Gastric
polyps))= M 7|EXHQ=2 SOC & oy & A £&9 MY=(6F & &F Z&))
(Neoplasms benign, malignant and unspecified(incl cysts and polyps)) LA
Yoz E2FECL M2 Skl 85 80{0l= "Y4"0l2k= 2Fg0i7t EX| @=Lt
882 SOC g & X &M ZZ9 MU=(EE Y &F Egl)(Neoplasms

benign, malignant and unspecified(incl cysts and polyps)Oll 2Xt HZE|0 oiE
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II. MedDRA 2t
U 22 J|HAHEFE Xt HZECL " 0l2t= SHHOI 22 8F E0l=
(©]

IO o o
Z MedDRAO| F7tE|X| §b= ZO|Ct. CHY AMEXIS2 SOIME A 0| 2t

oy LAE"0l2tE 8018 AHEOIEE AUELC

ot

i

AR AR 80 SOC AMA &of % =07 B8/ BiEf(General disorders and
administration site conditionsOll Xt G1ZE|0{ 2 HQ|L} Holof| 2 7|2AHES
o 2X A= £ RUCh Ol S0 PT Af&(Deathj2 SOC &4/ Fof & =F0i 22/ &
Ef(General disorders and administration site conditionsP2t ABE[= BFH PT A4
OF AfEH(Death neonatal}2 SOC KAl Zof & £0f 22/ HEf(General disorders
and administration site conditions)Oll Xt AZAE| SOC AL A7) G FAH)
&El(Pregnancy, puerperium and perinatal conditions)M| 2Xt AAZE=ICt

Efot X 2HlE E4 THZ ZHFE[0] EHoF S 2X| AU SOC A, Aer) &
FAP) YEf(Pregnancy, puerperium and perinatal conditions)M| 1Xt 1Z=ICY,
“‘RKIQIM A2 AB|A X2 ZHRE|H SOC A8 2t (Social circumstancesOf|2t
HZEICt.

MEAE OQIE ZHRED MEXZE Ofl ME HHA0IM HMStEE SOC LA

Q99F ZFofl(Metabolism and nutrition disorders)d| 1Xt A4 =ICT

- HA S DA YEENOE wit AHIE ME JHEIHE XAY M “H|(occlusion)”
Ol2t= HOI& CLCHEEO0 TAOIM ARESICHPT /&Y EH(Hepatic  artery
occlusion)). “HM(obstruction)”= IYEOILt SZI|HY H[EZ 00 F= AtE
SICHO, PT LfE m4f(Large intestinal obstruction), PT Z/ZS/ m4f(Tracheal

obstruction)).

- (>) £8(injury X damage): MedDRA ®&7} THE2 “injury"?t “damage”| 7HES
=2[5t01 MedDRAO|| Ciet M=z2 JI0[E2tRIES LU7IIRICE 0] J0|=2telo)| =D
MedDRAOIA “injury"?t “damage”™= HE Z9|0{2 ZHREICE “AtmZ QIsH

BAHTE 2HOIT Th540l £2 F2E HStns, 240l oY JhsHol X2
=
o

o
(®)
[

[0

—_

— o o

FIOf 1xb HFEILE A2 Qlel

——

FQ TI| &H(injury EE= damage)2 2H
71580l =2 dR= SOC 24, &= X A= g&S(Injury, poisoning and
procedural complications O 1Xt H1ZEICt O J(0|=2rlof e L8 7t &4

S01EE MILEIRACL. PT 5E& 44 2t £4&/(Cholestatic liver injury), PT 224
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II. MedDRA 2t

7t Z&(Mixed liver injury), PT 2t Z&(Liver injury)2 HI|IEECE ZHRE|0]
SOC ZtE= ZOfi(Hepatobiliary disorders)| 1Xt H1ZBEl= YHH PT QA4 7f =4
(Traumatic liver injury)2 SOC =& &= U Al= 4S5 (Injury, poisoning and

procedural complications)l| 1Xp QG =T},

H(intestineZ} intestinal): 2 /CH(small/large)2t Z(intestine/intestinal)= 3,:,6}01
It= 20|z sty BRIZ Kot= AO|X| S5EE Xdot= A2 OtHCHol, PT A&

N

So+—-= X

ZZ(Small intestinal haemorrhage)it PT LHE &&(Large intestine PO/J/P)% &
= 7
— A

it 52| BeIE XYt SEEE ohs A2 OfL(Lh).

=
a1 ==
- () MZ(spinell spinal): MedDRAOIIA PT X/ E/‘éﬂ(Sp/ha/ claudication)it #0|

X 70| WEst ARE H|QSklE= “spine”2t “spinal’ ApHECH=

|_ﬁ|_l_

“spinal”’0| AHEHN
K O MEQF F9|02 7HREICt

SIPHEX] @2 R BIIEX|] Q2 MedDRAS| =X M "S7MX| =2
(unapproved)”at “EI|E|X| Q¥2(unlabelled/unlabeled)’0|2t= HOol= S2|0|2
UFEN A7 0] Sivtet ME EE(ZA Z|HArRN)0l XFoHK| B2 HAe=
HES AEok= As 20fpitt olE 0, o7fHX| pi2 H33d HEI[EX| @2
M50 HE2 S SOOI SARICL PT S/Ecky 27 Z/Hy 22 HS50)
At&(Unintentional use for unapproved indication) X LLT S[=Xo= #ZI|L/X]
&L HEZ0) AtE(Intentional use for unlabelled indication).

5.2 QU 2

Gt J|BACHES ZHM: SOC &' ZAf(investigations), SOC Afgl 2+Z(Social
circumstances), SOC S[2f& U LI Al=(Surgical and medical procedures)2
= J[MACHEFOICt. O] 7|MAHER W 20152 MedDRA Lo Z[Et J[HAICHE
FOl SOPAL AZEX] UL oY 7| 2ACHEF SHAO|2h MIAEICt, MedDRA 2T

= X2S A4 Al AP Zit ARH 25, XE2H AlE0| i_t% EDIE HoiH AaM
Al 29| 7IANERS A F2|of 2rSEahoF BT oS gdd gs= =9

At 2Ol UX|TH PT  Sz&(Diabetes mellitus)2 SOC LHAF & ZgF &Fof
(Metabolism and nutrition disorders) SOC 2Zt& LfZH ZOf(Endocrine
disordersP| S0{7t= Bt PT 5t Z7f(Blood glucose increasedl= SOC &t &
Af(InvestigationsOf|2t =017t
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6. 712l ThER X 7

=TT 10O =
6.1 25 Li=ZH[ Zol
T pEE 209 JTE07E ULt A BiMiE HLGT ZEZ£& LiAF i ZE)
(Glucose metabolism disorders(incl diabetes mellitus))2 =9 S 0= HAH
UZ ET0| ot JIBO0E =ittt & WME HLGT Z/F 5k B85 (Diabetic
2 ESHCE MEIICHCL O] F 71X HfIF&80i=

complications)22 Y 2HHS
gF Zoff(Metabolism and nutrition disordersRt= 94

o
Ctx F20|0y SOC LA & 9E
=1Lt
HE W2H| BolilE SOC ZIZ LfEH) EOf(Endocrine disorders)l| 1At AZED, FF
QIEH| ZOj= SOC Z= L/EHEF Zof(Gastrointestinal disorders)| 1Xt AAZAE=ICT
2010] LHEH|Q} 2&H[S| F&20| fl= EdF 7I28Me= SOC & &= Zof

(Gastrointestinal disorders)Oll, PT ZJ&+ &0f(Pancreatic disorder))E 1At Q1ZEICT.

-~
0

;

6.2 245 = ol

PT Z'%(Blindness)2 HLGT A/Z ZOf(Vision disorders)2t P1Z=ICt ZOl(disability)
ZMO| 21 ostH Foli(medical disorder)2M2| AHE FESHI| 2fsH, PT A/0f
ZOf(Sight disability)= SOC Af3/ 2FF(Social circumstances)2 2 P1ZGH1(HES
HOZ ), PT &% (Blindness)2 SOC Zt& &= &Of(Eye disorders) (HE2 2lst
HOZ2 J)2F SOC ZF A& FOf(Nervous system disorders)f| Q1ZSH}.

=HE2 =2 FXR=2 2D gEtdo=z FHEN SEE 80l SOC ZF = &of
(Eye disordersP| 1At QHZED SOC /= Z Lafof XZ&  FOf(Skin  and
subcutaneous tissue disordersPf 2X} HAZEICE,

Il

|0
22

6.3 2t& WA Hol

1O -1

e ez dolzl fFol 2xpd WY AR HLT #Y ZE Fof
NEC(Immunodeficiency disorders NECO|| S0{ZICt. EE T Z

g0{0f ¢1ag 32 2M6H|0l= UE 2 I180| dYE7| mFolct.

Ol4] HE HIE2 Y HAIQ dHe= 7tFE[0f 2H 80l SOC & gy Zof
(Immune system disorders)2 1At H1ZEE|H 2ol B0 2X} A =T}

SOC ZtZ #2997 Zof(immune system disorders)= ™A™ HZg 7] 20
Ctx FXE LIEHE= 80{50| §9| =96ICt olE S01, "Zgf & Fof” 2 Holi=

SOC ZZFZ QI Zgt XX Zfof(Musculoskeletal and connective tissue disorders)
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(HLGT &gt £&! Zof (M HS/)(Connective tissue disorders (excl congenital))

I_I

ssers 7|2

o

=ERIE 22

OjZA =l
==

8 OfL|2t HLGT ZtZ Xp7f 29 Zof(Autoimmune disorders)|E ZeE|0
= UCHYEEC == Xt ¢1F). o

T EZA g2l upus vasculitis)2 Ot 20| A EICE

&

=0

CHE S0

¢ 80

J? 801

A HER

rO
Y

=1z
A

(Lyous vasculitis)

]

ga 2 NEC
(Vasculitides NEC)

5 29 X g5
(Vascular
infections and

inflammations)

245 St S

(Vascular disorders)

1Kt

U ZEA(01
=g/

(L u p u s
erythematosus
(incl subtypes))

=4
(L15E AH<2f)

(Connective
disorders
(excl congenital))

E

tissue

o5 g 2
301

(Musculoskeletal
and  connective

tissue disorders)

2Kt

o 2o
spry ZEA

Z2e Y

o
7t/

(L u p u s
erythematosus
and  associated

conditions)

215 A} 19 Zop
(Autoimmune
disorders)

ZtE B Eof
(Immune  system
disorders)

2Kt

SOC

SOC &4, &= ¥ A=

AAE HLGT A= 28 24 2 895
complications NECOI= 91Z). ESH 04 20{=
HALICE HLT 2 (Vasculitides)2 SOC ZHE

a5 800=

ZtZ B9 Zof(Immune system disorders)O|

UA=Hl 01710 S07h= 0f4] HE 0= HeeHy J|Ee=

CHS017t UA(HLGT

—

1

s shpatx

QARSH Ch

SREICHO|A

—

=

27t B0
HE 80l=
28 Z(Injury, poisoning and procedural complications)of|
NEC(Procedural related injuries and
I HAHZERRIE

@ &of(Vascular disorders)2|

gmf zZrol Ol 9I=(\/ascular infections and

inflammations)), 0| M2&0{2t &= 02 2t

=017t ALt
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II. MedDRA 2t

6.4 2& A ol

HLT A/A/E B0 NEC(Optic nerve disorders NEC)= HLGT =9/ AZStE Ztof
(Neurological disorders of the eyePt Of-l HLGT L/AZ ZOJ(AUE T2/)(Cranial
nerve disorders (excl neoplasms)) OFell BRX|EICE, HLT && &=2(Pupillary signs)=
HLGT A&ty Zfof NEC(Neurological disorders NEC) Of2f HHX|=ICH,

EE2 HEO| MRFE0{7t UM HLGT A& Zof NEC(Neurological disorders
NEC) OfeHof] Z&t=|X| ph=Lt.

HLT 2854 =28 3&Of(Hereditary muscle disorders)= HLGT &= &of
(Neuromuscular disordersPt OF:l HLGT A4 L Hor XS A A
(Congenital and peripartum neurological conditions)2t H1AEIC.

HLT 2% &Ef(Coma states)= HLGT A1ZerX 0 NEC(Neurological disorders
NECRt AZEICY,

MBS HE HOHeE HLGT MEY A& ZOf(Congenital cardiac disorders)d|
Ct R2IN HLGT ZrE A& ZHaF ZRof(Cardiac valve disordersPl= MEHAMO|
S oh SO0{ZiC,

MEH J|dolls A gt 247 BF ZotEICE O|H Z0iE HLT A& &
NEC(Congenital cardiovascular disorders NEC)Z 1ZAE|D Ol= HLGT
1214 A& B0f(Congenital cardiac disorders)2t SOC ZfZ A& ZOf(Cardiac
disorders) 1Z=ICt.

MNEE Augre SOC ZE A& Zof(Cardiac disorders)l S0{7HX| 2411 SOC 4t
ZA(Investigations) W2l HLT ECG ZAHECG investigationsPl| Q& E=ICt.

KT OWe SOC G4t ZUfiinvestigations), HLGT A& Y &2t ZUK a4 Al A2))(Cardiac

and vascular investigations(excl enzyme tests)) Ofeff BHX|El HLT A& &E/ ZAf

> Ny e 2 re H
iy Hr r—c ruHE; rin
5 ”§ ra
S Ja

i
[
ox
2
2

r
r

(Cardiac auscultatory investigations) Lol X AZ=ICt

6.6 4S5 e Fol

SOC = Q&E  ZFOf(Gastrointestinal — disorders|X HLGT &&= Z<
(Gastrointestinal  infections)tt  HLGT  Z&4& /&2 &Ef(Gastrointestinal
inflammatory conditions)= 'BM2| &{ITE02 FLZE[0f UCE 2 89| J[ZAILHE

FolMs 280 48 o7t S JEE00 o= 4=/t HEE0ICHE, SOC



II. MedDRA 2t

2t& & &Of(Eye disordersP| HHX|IE HLGT 2t zZtg X5 % Z&(Ocular
infections, irritations and inflammations)). 3 LH2H| Holl= SOC Zf.Z Lf2H] of
(Endocrine disorders)Of| Xt AZEN, FHF 2=H| o= SOC & &2 Zof
(Gastrointestinal disorders)o| 1Xt Q1ZE=ICt 20{0] LHEH|QF QEH|9| 20| gl= A
2 (o, PT #/& &of(Pancreatic disorders))l= 7282 SOC & /&= Zof
(Gastrointestinal disorders)oll 1Xt AAZA=ICt,

“2|Z(perineum)” &0l= SOC XA % 28 Zf(Reproductive system and
breast disorders) SOC g/A rMz7) U FAZ) AEf(Pregnancy, puerperium and
perinatal condiitions) & 0121 7|ZACHESt (1ZE £ QUCt

Al

6.7 Zt& Z Fof

offd 7IZHAEROl Zetel 80l DizZuleletzlo &

and Statistical Manual of Mental Disorders-Fifth Edition, AAI&=t XIEH 51 E7{|-50)
=

I
od
[0)al

If

)

=
Ol get A0 M) FESHD =HBIRACE 2Lt O] Foff ois2 2T

ol =l HES W2l
FIeH £ 7IES0 HEE0 A2, JIE oo 2N FESI g 1t 12 DHYER
WL Ol O|RE oiid 80iS2 €2 7180 Ofefiof| & ZtE(0 RACH

dutHMo= HMSBO| Ciet 0i= s ARZO| UCHH Lol 2| 1A+ AZE[ SOC
ZtE g2 Zoff(Vascular disordersPl| 2Xt HZAEICE

HLGT &% Zg} g2 g2t 22X U JAf(Arteriosclerosis, stenosis, vascular
insufficiency and necrosisRt HLGT X5 I SXZ(Embolism and thrombosis)o|

ZotE Jolile AN Es TEH ZRHAM ZESh 0] AT J2Lf R K Sd2

" SEeZ Yoot FAHe=zR  LIEHX|RHC, PT XE FY Z8E(Renal
arteriosclerosis)), & BN Sd2 29" SY2LZ FOW7t UXI| LIEFHTHON, LLT
rME S MEZ(Renal artery embolism) = PT pMEY FXZ(Renal artery
thrombosis)2 PT #E &% g/%/(Renal artery stenosis) == PT A& &% &%

&8f&(Renal artery arteriosclerosis)2t XtO|7} QUZ).

MedDRAOIN “=Z(high)"2t "S5 (low)"0] S0iZF 80l YEHCZ Y AA FY2
80{0|0 SOC 2/ ZAfnvestigationsP £2Ch H, OIIHL2 LLT =2 ZE
o

(Blood pressure high)it LLT X&&(Llow blood pressure)o 22t PT 7Z9f
(Hypertension)at PT X/&2f(Hypotensiond AAZE|LD, SOC 2fE& &2 Zof(Vascular
disorders)f| EgH=ICE
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FQ MH T|EH0| CHSHA = “failure”2t “insufficiency”=
“HX"0|2t= ZO|0{2 AMREICt () SOC 2K Zlof(Hepatobiliary disorders)OlM
“failure”= CHEE0] 7|, “insufficiency”= %[S2120] THAOIA ARSI, PT 2/

S X (Hepatic failure), LLT Zt 7|52 (Hepatic insufficiency)).

6.10 24 A J1Ms UY

SOC &g & 7/M= Ztg(infections and infestations)| &6t= CHEE9| HEE0=
=2 J[MACHERO| 1Kt ABELCH SOC MAE 28 & REE &of(Congenital,
familial and genetic disorders) EE= SOC SF& 94 U L4 B9 MMYZ(5Z I
EZ HZ8})(Neoplasms benign, malignant and unspecified(incl cysts and polyps)l
Xt AZE= EE0IE2 oot ofH 2052 SOC zZ'g % /4= zZy
(Infections and infestations)o| 2Xt AAZ=ICY,

Lo HLGT MY =4 2X&0/(Ancillary infectious topics) Ofell HiX|El HLT Z/Zof

e &=z Zof(inflammatory disorders following infection)| ¢1ZE CHEEOIE

SOC &Y U J/M= Zt(Infections and infestations)| 2Xt AAEE &= QUCt 0] ARlE
E0{0l= Y E= TME ZY¥S tASk= tEE0{7F SO07tX| ¢4 iy e H
OtA| &=l CHEZEO(A|, PT 24 &2t Z X (Infectious disease carrier))7t =01
A S 2 Mot Q¥ PT &7/-047f Xit(Air-borne transmission)) FE=
U = A5 2O, PT FOMEIAZ(Rheumatic fever))g Kok &0k 01710 S0

“-itis(&)" 02 BLH= B0l= U HEIS KT LIEHHE ZR0R SOC Z/gf & /45
2t (Infections and infestations)o| QZAZICHO|, PT HEZ(Tonsillits). ¥ES AEIE
X LIEHHE 80 SOC &Y L J/M= Zt%(Infections and infestationsPl| 1kt
AAL|X| gt SiF Lol B2l J[ZAERO| AZECHA, PT SZZ (Arteritis)).
Mo =2 HeM Z£(pathogen genus)2 9801 THAIOIN HHIEICHO|, HLT
Ofo[Z=2fA0F 2 (Mycoplasma  infections)). tHEE0] HAON= ERHo= HE
00| 4B &(combines genus)it oS 4 B2|E ZRIGH0] ZI[SHHO|, PT
OjZZ2f20f PI=gl(Pharyngitis mycoplasmal)). Z[o1IE0] HAMM= &, SR £

?l, &= HE 802 ZIIRICHO, LLT O=ZEf200 mg 212g(Mycoplasma

r

mo

pneumoniae pharyngitis)).

"I|X|(gangrene 5! gangrenous)’= SY95| HIZYE ME©|, PT A& 22X (Dry
gang gang
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gangrene))g X A6t= ARE HQSt SOC Z'Y X JjM= Zt&(Infections and

infestations)o| 1Xt Y1ZEICt,

SOC 2% % JjMi= Zt<(Infections and infestations)l|X CHER0{ #Z9| “OIXZ|od
(cellulitis)2 Lol BRIE X6t SRIB0EL= o M7 ZYS Sohe HRIE00
AAECE,

6.11 | A O|= Fo}

5
]

L= 2 CHEE0|E SfFetd 22/0f et S2I8010 S, PT 25 &0/ A
Z(Benign middle ear neoplasm)2 HLT &0/ &0f NEC(Middle ear disorders
NECH| HZEIH).

4 8 ¥B2 HLGT 9/0/ ZOoj(HEE X2 (External ear disorders (excl
congenital)), HLGT &F0/ FOJ5E  XS))(Middle ear disorders (excl
congenital)), HLGT Lfo/ 2 WE! L/AZ EOf(inner ear and Wlith cranial nerve
disorders) Olefle] &?I0|2 2FEICt.

WES E&ot W= el X2 2REM, SOC 7 & O/2 Fof(Ear and labyrinth

disordersPi| =2 Q1A=IC}

- .
612 287 3 ZE X5 Hof

HLGT Z/& ZZ&(Fractures)2 SOC 24, &= X Al= 255 (Injury, poisoning and
procedural complications) WQ| HLGT ZF % ZH& 24&/(Bone and joint injuries)s}
TRt 20| QUCH 2, 5= 2|1 Algs T PE30| Y A2l 0l SOC
2 Z= G Az gHEIS(Injury, poisoning and procedural complications)ol 1Xt
AZELC, OE S0 Qe EE0| 2l ] ZHS| 32 SOC 24, &= & A=
g5 (Injury, poisoning and procedural complications Xt AAZE(X[PF HN =X
= SO330| eet 82 SOC Z&F ¥ Zgt =& EOf(Musculoskeletal and
connective tissue disordersP| 1Xp AZE=ICE.

HLT 22X Zfof NEC(Soft tissue disorders NECOl= 7[EF & 4IA| 7|IHALHESFR

A ol © = e
REZ & Gle A =Y 805 EIL.
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6.13 CHAF S FL Eof
CHAE & FY Holils S0 Fojel gt 3 Hlo| tdsh| W= theE= HLGT
LAAE &0  NEC(Metabolism  disorders NEC) OFHO| HHX|=l HLT LJAF Zfof
NEC(Metabolism disorders NECH| ZEEH=ICH ZH:QF ZEHE AMRAL0{= HLGT
HELS AL BOf(5H= Z8Y)(Glucose metabolism disorders (incl diabetes mellitus))at
HLGT ZKZ Sle Br8/&(Diabetic complications) 27tX|2 LHF0] US0| ZFOlsH{of
HCF

rot

6.14 AtS| 2ty

HLT 9tF 2 38t BZ HE2(Drug and chemical abusell= LTS A 20{= X|
QISICt HLT T2 MZ AFE(Alcohol product usell LTS =, EH|, AfS|H 0]
g & E& JHO| ZHEL} PT 2FZF 55 (Alcoholism)2 SOC Zt& Ft &of
(Psychiatric disorders)| ZE2=IC}

HLGT ZtZ E/& ZX(Legal issues)= HZE| L[SHXIRt HE| JIHXIE LI}

PT &/Z(Blindness)2 HLGT A/Z Zof(Vision disorders)Rt P1IZEICE Zof(disability)
2XM9| AN ofshH FHofl(medical disorder)2X2| = F1=2017| 2o
(Sight disability)= SOC Afg] 2FZ(Social circumstances)2 = AZGII(HHZ HOH=Z
=), PT Z/Z(Blindness)2 SOC Zf&F &£ BZUj(Eye disorders)AHEE st FHoj2
=)t SOC ZrE 21Z7 Z0f(Nervous system disorders)d| 14t
SUSHH MEEICHZF, PT Ef&(Deafness)2 SOC A % O/2 ZfOf(Ear and labyrinth
disorders) PT &2  ZXOf(Hearing disability)= SOC Afg/ 2FZ(Social

circumstances)dl| 1ZA=ICH.

9'_+
il
o
rrJ
_l:J
0
[=)
M

m}

6.15 ‘HA
2 JIZAHERIM shiFEH J|EEs M2 SR80 AYl PSS MQISHK|T
ORIMOZ HLGT UE 28 Zf(Breast disordersPl= HLT 28 2 4! 2= (Breast
infections and inflammations)0| S0{ZtCt.

“2|S(perineum)” 0 SOC X4 Z 28+ Zfj(Reproductive and breast
disorders), SOC giA  AMz2l LI FAZ) MEf(Pregnancy, puerperium and
perinatal conditions) & 021 7|ZALHERt HZE & ULt HE QEFECE Qs M

2 FHE "2l8” 80l ZZe| Ao w2t JHY XMESH 2RE AZEUC
A

Qi Hof

*

— 171 O 12 TTIT—/— L2+

MOl 0|RE MSSO= LT 55 X2 HEZ Ha LY Z9(High grade
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squamous intraepithelial lesion) Sit 0| TFZ0{E SUISHK| 42 Mol L HHS
PT Xtz &%# 0/g/&(Cervical dysplasia) OF2ll BiX[Sh= A& M=ol

2210 CHshM= MSSO= Q0| et sHEEl= oTf W 7HE E0E XA EE0
Or2fl BHX[SICHOH, LLT XN&ZF MEM &L Lf MYZE(low grade prostatic
intraepithelial neoplasia)2 PT ZEAM 0/gf&(Prostatic dysplasia) Ofell HHX|, LLT
SIE 55 HE Aol Lff Z5i(Anal high grade squamous intraepithelial lesion)&
PT 82 &7/ 0/g/&/(Anogenital dysplasia) Ofel BHX|).

6.16 8y, 7t15d A FHd Foi

MedDRAOIA “MHMY"0|2k= Eojs FMA Es= XtZ LHOIA 2
M Aof| EXHSt= HOHE 2|0PHt.

MY, 715d, RUE B0E ot tHEE2 MedDRA 0{= oLt 0|42 7|&0|Lt
200l LIEE = UCE 8L §F 20z 7|MAHEF Lol SHfe| o9& 0{0fTt
S0iZ = 7| MR PSHe= I St wol X0 w2t §/E0E ettt
IESH 0|21 20{= YBEMOZ SOC AMAY J1E4 L 284 Zof(Congenital, familial
and genetic disorders)?t Xt 7| MAHEF 7t ECh J2{Lt CkE ZXR0|M 0f2{gt
0152 2&t 7|ZAHER0 ¢EEE ERE 2ot olE =0 PT MY HIV ZE
(Congenital HIV infection)2 4742 7|ZALHERQL AAEICHSOC 21X 7154 X
254 &Of(Congenital, familial and genetic disorders) SOC &AL rMz7) 2

FL2) AEf(Pregnancy, puerperium and perinatal conditions), SOC Zt& H<%7)

Of

F 2 HQF 2R

r

&0 (Immune system disorders) SOC gZtg & Z/4E Ztg(Infections and

infestations)).

HEYY MY 8 E REE HH E= 2Ho| Z2 OF 720 MEECH MMMt
SHY B0 ECt =9t HEHe| ME{/AYHES “MMY” E= “THY02H= 2HE0] glo|
[Hr.__g_o.i | X S

3
THAIO P OIS S0 YdHVISHoEE UHYEMH= 2HE0l o 2
OfLf. [ftA oFg0] 0| CHEEOM| ZEICHPT Z44 Aof&(Hypothyroidism)).
Bt B2 HH/Z2EE HEE0 HAM| S0 + ULt 2FE0i7F =7t FEiS JHEE.
O =0 ddd Xots2 2HIELHE E2XT UHY ddd JIs XNoksit &0

HHY0ERE o0t 20N CHEEO0| ZECHPT AYY 24 I AofE

= o

oz
o

(Congenital hypothyroidism)). P01
012 F7I5t= A2 H[gHHolct, Foir

50| SUsH A0 SHHO| Qe ABIIBOIS FIISICH

—



II. MedDRA 2t

6.17 &d, 5= U Mz 2YS
HLGT Z % Z& 24(Bone and joint injuries)2 diE 7|ZACHESO| AHX 1M

(=X Qf=Lt. HLGT ZF Z ZZ&F 2Z4&/(Bone and joint injuries)2 HLGT =&/
NEC(Injuries NEC) OF2H2] AQIR0{7t AH| Bejof Mzt 225 AHY sgsixoz
HHXISIX] QIQICH 1 0|9 CHTt 200| 2EX[OICE 1) A= QAN AAIO = Qls Hi
ShT AT QS wCh 2) 0PIl 2Vt BRE Z9 SOC 2FY ¥ ZE £8 Fof

0

(Musculoskeletal and connective tissue disorders)Rt & ZAL|7| [{ZO0|C},

ot &dE Kot HFEEC 0= Y 7|HAHEFROTH ZtEX[2F O 9| OHE
& 80is O FXE 7HX|1 offd wol 220 2Xt HZECE

g5d €3z S50 EHs._ 80i= oid 7|AANEROE SO7IXE "LIZ F="9
NEE SOC Zt= ZA! BlOf(Psychiatric disorders)?| PT 2E= ZF=Z(Alcoholism)of|
SRS EICt

6.18 A1 A 22 FHOoj

MedDRAS| “z(-uria)” 0= YR HLT ZfZ A5 O/&(Urinary abnormalities)ol| =01
{ICt Ol2fet BEE2 PT EHiz(Proteinuria)2t 20| Ci=2| LE LHIHR! HOIo| ZXy
St= 8% 71X olo| tiet 558 LS| {oICt "AH LH(in urine)’2tE &Lt
HEol SHEEl= 80l= SOC 24 ZAf(Investigations| ZRHEICHO, PT 2E4 =4

(Protein urine present)).

6.19 &d, odd A Al SE LE=(ES '34 g5 =)

HltdE JOHOIX|EH =1 2 A= (0l PT &&F A& Tumour ulceration))=
HLT &&3t gi85 L 85 4&(Oncologic complications and emergencies)|
S0iZiCt, |52 M| ol 2oLt MZ = 7| W0l shEetA J|&0f mEtMet 2
FOtk|= Bi=Ct

SHESHA AX|7F FAEX] g2 oA SME2 Ao =W D20 47|= Z7t
Y sotEz mlf sMEo= RFELCH OlHet O|lfE PT 94 S4F

F

(Malignant melanoma)2 HLT L2 ZMZT(or2 X|2/)(Skin melanomas (excl
ocular)Rt AZAELCt 2 J[HANEFOIM= &
“EHRl/tY o /T el XH "HMS E|CHot 2L

000wt X270 EefXIX s opd S0 tishMe 7] 20| et E0i7t

o
g =9l Eo7F =XtE0] =ZetE o
=



II. MedDRA 2t

HLGT &Y=z} ZHE1E O/2HNeoplasm related morbidities)2 St €8S % 38
oo #EE 807t So{7ict £ dol 2|0 it HLT &g g8 & S5
&EHOncologic complications and emergencies)tt HLT AYZE ZE Z57

2ol 29

>1

NEC(Paraneoplastic syndromes NECKH| =0{7t= L& HEEO0= oY
JEAUERE Kt HEE|D SOC & oy X 4 =89 LE=(EEF 2
(Neoplasms benign, malignant and unspecified(inc/ cysts and polyps)Ol 2X}

AZECE

HLGT X0/g(MetastasesPlie A MRS YAE B2t MAIRIE D27t
SHYEX| o2 FP S Of EHEC 297 BAE FRE YUHOE SOC Y

oty T M BZO MMHELET U BF HZBl)(Neoplasms benign, malignant
and unspecified(inc/ cysts and polyps)l 1At AAELD SHE 2ol 22 7[2HA
CHESO| 2Xt HAZEICE,

MedDRAOIIA “T0|-d(metastatic)”0] =gzl E0l= CHEE0] THAOM ARESHD{(0],
PT XO/4 EH4AZSHOvarian cancer metastatic)) “47|(stage IV)'7t ZEgt=l J|Ef CHE
012t FESI} TOl= 0f2] HII0|AM g = UL HHEA] 47]0] IotE= A2

O 91Z40| THAF XMEBt Z2 OFL|Ct.
MedDRAOIM “1(high)"2t “H(low)’= gUtXo= MHAM/AY HAOIM AtE3t=
80{0|0{ SOC g4 ZAHinvestigationsOl £ttt T "XMSE (low grade)” =S
Sote HEE0 = OAH2= SOC g4, 9y & A4 &9 HY¥=(68F X
8& Hgl)(Neoplasms benign, malignant and unspecified(inc/ cysts and
polyps) 0l RIZELCH (o, PT M55 & 0fd AEZ(Astrocytoma, low grade)).
MedDRAOIA oFH0{ gl= 7|1& 8F &O0(Ml, PT & &&(Gastric polyps))= X
@8z oz ERELCE M2 FIHE 8T 0js "Yd70lE2k= °HE0IE EEBHL|
=l 882 SOC g o & & E&9 MY=(65 & &5 £5/)(Neoplasms
benign, malignant and unspecified(inc/ cysts and polyps)l 2Xt QZEE|T i
AR J| A CHEFO| 1Kt FZEICE. SOC Y, YE X Y4 FE9 MUY=
5& U g& Z2(Neoplasms benign, malignant and unspecified(inc/ cysts
and polyps)PIX 8F E0l= dd/&M 28 Elts YES LU= dfI1802t
AZECE “d"0l2t= eFE0i7t = 83 &0{= O Ol MedDRAOI| F7t=|X| Q4=LCt.
AIAH

— LS —
Ciil, 20| HeY 39 MEXE2 "dd LdE" 801 AE8Y AS AT
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II. MedDRA 2t

6.20 21 5! LHIHY Az

MedDRAOIA AQIZR0| THof el siEsts 7|Z0 e 22 Jjgites 15
ois| BRSO S et

(LA 7|2s 2F)et H6HH, L5 M| 712 X2t M2
24

O2l2 ot O ZitZ it HME =0k= Offet #0] 2/

=l

=0f Cier AlE2 otfel 2t MRI=(0[H|QI=h)o[2Z, HE HLGT =&

~|

bl
& &2 X2 A/=(Head and neck therapeutic procedures)z &FEICL,
A 2 & 2 M X522 Z2FECH
0=, gF, %= I, %%”‘* £ HLGT QXX XE A/Z(Soft tissue
IC}, J2iL} PT 2L #=(Ligament operation)2
HLGT Z Z Z& X2 AlZ(Bone and joint therapeutic procedures) O HLT

A& XE Al=(Joint therapeutic procedures)f| P1ZEEICE,

[|0|' 0
rH1
[

therapeutic procedures) W =

T ot 201 Holof w2M =HEo| ool 7+l “dilation”} “dilatation”2 =2|0{0|C},

2Lt MedDRAYIAE “dilation”2 Al&2 12{gt £010|12 “dilatation”2 ZOIE 112{%!
-
o

—_

80|z FEoit BF “Ag"0l2t= TO{E “dilation”of| 715101 20IE 2Lt =5
SICHON, PT & 2t& A/Z(Stomach dilation procedure)). O|0f| CHSH O|2l= PT Xf&
BH& I Adf=(Uterine dilation and curettageRIt| SHEOE FIIGHK| UL As2
ol getrt

=2 i MNs2 EFEYN, O FX2 SOC gty U LY Al=(Surgical and

medical procedures HNZEICt 2 FHo| £5HK| Gf=2 & FOoHof CHoM=
CHE 8015 AREetrt.

“Hiot(drainage)’2 AlEg SOh= E01(F7I2 MM XMAH)O[X|2H 2HIE LiEHH=
“discharge”@} “secretion”2 HLHOIA K7t 2H|E= Z4E K&k 20{0|Ct. 2utH
PoAof| £BHK| Qb= HIU" 2 OIRIZ 7St “=2H|(discharge)” THO{E O|&3101 X2 [oHCt.
O] 80IE2 oid <2ojof 2t 30| SIA AZECHO, PT A= & Z2H/Z(Post
procedural discharge)= SOC #£&, &= Z Al= gl&Z(Injury, poisoning and
procedural complications)oll H1ZEICt). ESH BE I 0= TH0{ “H{4”0|
FIE|N SOC gty U LfofX Al=(Surgical and medical procedures)d| ¢1Z
=Lt OIXTez Ed 807F 22t A=0| & =& U H|QM 807t & =&
AL, “S0+HH" (O, PT A/= 2 HfY%(Post procedural drainage)2 SOC £/Z
LfZIE Al=(Surgical and medical procedures Q)2 “E0{+2H|"(PT A/

rQ
1L

O

=
L
—
o/
=®

>Jﬁ;

—_
o
-

U
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2H[Z(Post procedural discharge)= SOC & &= 2 Al= BIES(Injury,
poisoning and procedural complicationsPll 91Z) L% HEHZ MedDRAO| =017}
2YE B2t 20| AZEICL

MedDRAOIA TAE2 LEEOZ X[GIRIE0Z 7|2 Alz9l oFf| ¥=0f Z&elCt of
£ =0 LLT B/& ££ &(lleostomy revision)2 PT 3/& XZEz=(lleostomy) Ofel

HHXIE|0 LLT ZEF & (Amputation revision)2 PT ZEHAmputation) Of2 HHX|=EIC

6.21 Yab DA}
MedDRAOﬂkI “BS7Hincreased)”2t $HHOI7t Qe ER FHOM =2 fFO=2
AZOM BAAZOB Lto AZO|M L

HJEIE olofgtt, Ol “Za(decreased)’

8 #Z'I_S——‘—, x% ooO'”kl f'::% OO0 TLE——
=

A A
S 2680 HAOIMT “ZS(low)”, ‘%%(hlgh)”olﬂrh SHFHOIE ARSI Of2{t
R, =872 A5t80ls 4 "TA(decreased)”, “S7Hincreased)’2| oHY0{7}
A= ES0(QL (A=Y,

MedDRAOIM “=&(high)”, “X2(low)” 0= HEM/ALTA FHe| 0|2 7tFE|H

O
SOC & gAkHinvestigationsPll SO{ZICE. 00f Chet Of2l= Ot &L,

- LLT =2 Z2/(Blood pressure high), LLT X&gf(Low blood pressure)2 PT
g0l (Hypertension) == PT X/Z8/(Hypotension)dt AZE|D diY HEEOS2
SOC ZtZ g2 Zoff(Vascular disorders)Ol S0{7ITt.

. “TSZ(low grade)” AAMES St= [HER0{= SOC MY, 94 I M) B39/
MUZ(EE U gF EEf)(Neoplasms benign, malignant and unspecified(inc/
cysts and polyps)d AZBE=CHO|, PT A55 & O0ful AZES(Astrocytoma, low
grade)).

- PT Zfef &L (Sputum decreased) 3 PT Zf2f S7HSputum increased)= SOC

o057 &2 X FZ ZOf(Respiratory, thoracic and mediastinal disorders)|
SOZIC} i 8052 B8 AAr ZuELt o™ HEE 2|0[st| WiZO|Ct,

LLT Z2(High temperature)2 SOC XA Fof % £0i 28/ SiEf(General
disorders and administration site conditions)f ERHEICE X0 =M SHE
HE2(FEE X2 siME —’r‘— U7 WZ0ll) SOC 24 ZAf(Investigations)ol|
S0{710F SFX[2F CHEE A(0|, PT Z&F(Pyrexia)g HT0H| [l ArE3dH7| =0
SOC fA Fof & =£0] 22/ HiEfl(General disorders and administration site

conditions)o| ZEBH=ICT,
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MedDRA E0{0f|A “0|4(abnormal)”0l2t= oF30{= HIFY Zatel "Hek(direction)O|
Ol ZQIX| (5, 712X HALIX]) FHHo=Z FAEX| 942 F0| AZECt. SOC
2 ZAHInvestigationsPIX AEEl= J[E} oHZ0{0= R[ULAAL 7"1f§ 7|=0t=
8012 "“Hd(normal)”, “EXlH(present)”, “SXf(absent)”7t UALM(0, PT Z& Z0f
(Blood urine absent)), ‘3 3AE0| LA = “d(positive)” E= “OM(negative)”OI
UL(PT LA A8 SF&(Pregnancy test positive)), AMZ+E ZH6H= ZA| CHHAM =
‘1% (prolonged)” = “Et=(shortened)’O| QUL(CY|, LLT APTT CIZHAPTT
prolonged)), k2 =X BLIEHZE dAAR| A2 "SM(toxic)”, “X|ZX(therapeutic)”,
“X|282F 0[512|(subtherapeutic)”(0ll, PT A& &IlE Ho0/=r EQzF & 0O/At9f
OfF =E=(Drug level below therapeutic)7t ULt oFHOPIL gl E0(0f, PT ALL
HBI=(Oxygen saturation), PT £LH pH(pH urine))= BE2| H|O|EHO|A HEQ
A U2 712717] ot ArEE &+ ATt “A(hyper-)"2t “X(hypo-)” &2 HFOE
EoSh=E 20l SOC 24 ZAf(InvestigationsPt OF-l SHE “Zof” 7| 2AICHEFO|
OZICHOl, PT IZEZHAHIE ZZ(Hypercholesterolaemia), PT XLIEE S
(Hyponatraemia)).

=4 HA=E0| Mo EXisk= 20| HIFZYe! 3% HEYES Edh= HEE0

At8% & QILHO, PT 25" EX(Glucose urine present)).

ﬂJIH

H
M|

M2 715l Sojoll= opNoR Fe3t 39 2N SR SO HM SRt gl
M22 ot LEGOIZ 27IEls 29, ZAl BRI EAE JIE tigols Hor
202 T2 YSEH M22 Soiet AZELL Ol SOf LLT Y OFF A 57

(Blood opiates increasedi= PT OFEH XA 2FA/(Opiates positive)it AAZ=ICE,
HIAAZALS] AR (0, HAoletE A B0 Lol AH 7 A siEets XS

ANE FARE A mf FO{T 01 LHO| “incl(ZR)” Ee= “excl(MQ])” 222 12ot=
40| ZROICL O S0 HLGT A& ' g2 ZUH=2L Ag XQ)(Cardiac and
vascular investigations (excl enzyme tests)) X HLGT ZZZ7 & O1XX ZUKZ4
Algl XS))(Musculoskeletal and soft tissue investigations (excl enzyme tests))
Ol MIQIEl 24 HAR= HLGT 224 ZAf NEC(Enzyme investigations NEC)O| Zgt
o dAA HE E2EE BM2 HLGT UEH ZAHE 222 EE)
(Endocrine investigations (incl sex hormones)Oll 07Tt HLGT 357/ I/ I ZAf
(g ZfA F2])(Respiratory and pulmonary investigations (excl blood gases))

Ol HMQIEl HH JIA HAK= HLGT LJAL Y L g JfA  ZAf(Metabolic,
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nutritional and blood gas investigations) OF2{o| 25FE|0] UL,

Aet™do 2 “ZIX(direct)”t “ZH(indirect)’2 ZISHE01 THAO|MTH AFRE|X|TH
oMoz XE/ZHH X dAte UEE0 TAOM AMSECHO, PT 2/ & A/g
S&/(Coombs indirect test negative)).

“-E(-gram)"7} S0{7t= &0l Zo9| JIE JHIZ UFED(M, PT FFE
(Audiogram)) YHHHOZ= CHEE0] HHO| SO0{7ICt CHS0{Ql “~=(-graphy)’&
Qutdo= X[GIRIE0] HAMMN AEEN H3SEE “-&(-gram)’dt AZAECHO|, LLT
KA ZS=(Left ventriculography)s PT XA ZF&/(Cardiac ventriculogram
leftRt AZ).

6.22 Yk, ABI| U FLT| M

2 JIZAtER0= SESOILE Ol AR7F oft A 2E H
LIEHHE= 2012 ZSISHHO|, PT 450/ 4/(Twin pregnancy) E=

(Elderly primigravida)). O] CHEE0= HLGT A/ A& 20t L A MEf(Pregnancy,
labour, delivery and postpartum conditions)z ==EIC.

DH2E EHOF YERe| HBOIZtD & & U= EOF X BIZY2 HLGT £of &8s
(Foetal complications) Ofell HLT EfOof X4 R Ef2/ Of&f(Foetal position and
presentation abnormalities) L0l &FEICt.

MedDRA LHOIM HLGT Ar40F Z/ FAL) AEf(Neonatal and perinatal conditions)=
£% "AO(pediatric)” 22 SOZ TfeiCt. 1 @ Ao Meke 49l Mg SoisH
2 4109 BHX|=|RACH,

Efor 5S¢ 140t %Iﬂi 2H

S0

a
x

~ R
40
o
Ja}
LO_I-
fujo

Hu
ok

J|ZAICHERO| 2KF QIZEICH oFE 9 J|EF 2R(0f, HHH)E2| Efof =E2 SOC 24

&= 2 A= gf g%(/n/wy, ,00/'50/7/'/79 and procedural complicationsl| 1xt AL

e 2 22 7[2ANEF0 X AZ=D =

SOC gA M=zl U FAI) MEf(Pregnancy, puerperium and  perinatal
conditions| 2Xt HAAEICE
"RAP 2 80{= Off AfYE FIISHT

-_L—- O

TR g 2 OHAM 287 |RU42 BF HE FX 802 SOC 24, Mol X
FL21 HEf(Pregnancy, puerperium and perinatal conditions)2t P14 EICt.
0= Q" QM2 SOC 9oE QI LA A/=(Surgical and medical

procedures)Of|Zt AAZEICE,
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RERLUS ©EE2 SOC 24 &= X Alz BgS(Injury, poisoning and
procedural  complications) WOl HLGT A/= 22 24 L BIE8S
NEC(Procedural related injuries and complications NEC) Ofell BiX|=l HLT &/
24 B S (Induced abortion complications)ol| 1XF (1A=L,

Ko7 R4 MM 2ET RN EEE SOC A, pMET) & FAI) HE
(Pregnancy, puerperium and perinatal conditions) W2| HLGT 24F & AHAf
(Abortions and stillbirth) Ol HHX|=l HLT 24AF 21 AEf X 2155 (Abortion
related condlitions and complications)O| Xt AAZ=ICt
AEXH=E AN, 20 =5 U T 2|0 E{oret Aldotol FekE DOE =+ U= 2HE3
HAEE =4 SH50| st 802 AMe [ SOC 24, &5 X A= 284S (Injury,
poisoning and procedural complications) W2l CiFet “=&” JHH(0|, HLGT &=,
BB A4 B F=(Exposures, chemical injuries and poisoning)2t AZAL|= £201)0]|
CHot CHEZO{EDE OfL2l 2 J[ZAER W &8 HRIE0 (HLT 24 &E= 2/st
EfOf &Eff(Foetal conditions due to maternal conditions), HLT AIMOF 815,
NEC(Newborn complications NEC) &)0 ZEgtEl CHEEO0IIIX| FISH= AS 1
27t UL

“2|S(perineum)” 80{ SOC 47 2 28+ ZOf(Reproductive system and
breast disorders), SOC girl Ao 2 T2 AEf(Pregnancy, puerperium and
perinatal conditions) & 02| 7|ZAE2Fet HEE =+~ Lt

CHEEO| “AY” 0= SOC XA Zof % £0f 2L LiEf(General disorders and
administration site conditions)| 1Xp P1ZE|X|2t E{O} Sl BX| AfUE EH QIIFO=2
ZERE|0] SOC AL Az QI AP AEf(Pregnancy, puerperium and perinatal
condiitions)of| 1Xt 1ZA=ICE

2L} PT AIRMOF AfEH(Death neonatal)2 SOC KA Zoff & £0f 28/ ZEf(General

disorders and administration site conditions)d| 1Xp QA= SOC A rMar)

Ol

Ut

FA) AEf(Pregnancy, puerperium and perinatal conditions)M| 2X} Q& =ICt
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6.23 Tl Foff & F0{ 29 HEf
SOC KA Zof Z =07 2L/ HiEf(General disorders and administration site
conditions)2t PAE THERO{| 242t 2kt J|ZAICHEEIKN| UCHH T4 Bre 4o
CHs FXE ool & ot ke 2 7|2AUEFS| tiEEe| thiEE0= SOC
ZA Eof G =0 22/ HiEf(General disorders and administration site Cond/'z‘/'onS)
Of 1Xp HZED Hetdez 2kt J[MAHERO| AZECHO, PT F4f 22 2=
(Injection site atrophy)2 SOC XA Fof & £0i 22/ SEf(General disorders and
administration site conditions)| 1Xt HAET SOC 24 F= X A= BEHZ
(Injury, poisoning and procedural complications)2t 2Xt A1), £ J|ZACHES0l=
2oty E4 ME0| CHs 227t Ol CHEEO07F B0l ALK, PT Z/Z(Fatigue), PT
SZHHE) (Malaise), PT ZHEZH(Discomfort)).
LLT Z2(High temperature)2 SOC &4 Fof & =07 27 ZiEf(General disorders
and administration site conditionsPll Z=ICt 0] JHE2 20| [EHEHEE DTRRHEZ
= & W [[H-E-) SOC g/& ZiAt(investigations)ll £0{7h= 40| s HO|X|ot
CHER (0, PT &Z(Pyrexia))E E5E7| i AESH| RO SOC XA Zof
£07] 22 HiEf(General disorders and administration site conditions)d| Z=TH=ICE
HLGT Z,"—’E ZI7[8} EEE BHEIS (Complications associated with device)2 7|7|
AR = drAfst SHX 2(7
HEA

= &

7| AFRO| ZIFEX golel A o171 ofdl AL 9127}

|_

2t Xte| 2S (7]
171 AME2Q] HEH ZnZ LSt MRS 2rEoh| floll AERITt EE| AEdk= 71719
£ §$r0ﬂ CHet Atflofl sfiEot= ofel 7HE2 ZotRIE01 +&0|N EXfot= B,

ZEHCeZ J[7] A g2 tHES0 +E0IM LIEFHTE

rO

ok

6.24 M& =X

S 7[MAHER= o E= 2t #E JHEEONE QEXMIE 2 EHof XEE =L
2t 80{9 tHREES TE 20| 1 5fo| =t 2 "FHof” J[MAEF*t Cs
22 ¢ZE ELUt gitt 3L =2t 2 EXE 2%k CBXE 8019 3%
SEXp QRHDE AAALZIOOF SIEZ L RE LIEHHCL Ol S0 PT HEEZ &2 223
Zif(Transmission of an infectious agent via producth= SOC Ztg X J/4=Z 2t
(Infections and infestations)Ol| 1Xt H1ZE|LD SOC XZE ZA(Product issuesi 2Kt
AZAEICE

717] 80i= 7|7 50| ot AHHIE 7|&E22 ofCh. SHX|2F MedDRAE AREXIC| 245
HFYSH0 F2| ARBEZL St AMH EdE LEE 7171 SF 0l F/t=UCH

oOTTr O



II. MedDRA 2t

|, 2HE, HIZ FAHEE, FAP| 20| 22| AESt= 71712 77| &2l ZEHe
SRS Zg). 2el M8ots 71712] &8 SFOl o Aol siEst= ofel g2
Z[oIRI80 +=0iM EXfcks 2, 2EHeZ J7] Al /g2 ES0 +Z0IA LiE
Lt}

HLT 2/F & &4 22 28/(Manufacturing laboratory controls issues)= 9FSM
AEE HIESH M= HHOM A= Chfer A HARE 2HEE ZXIE CHELC.

HLT AE 2& & A& ZA4/(Product distribution and storage issues)= X|ZXf,
e XA S0| =ENESE EEfdk= ZMIE CHELE O]of Bish 224|291 2K}

— —

AHIXRE 2 £[E AEXSO0| QEXNES EEdtls X Qs A8 270 Zk|H
SOC 24 = U Al= 245 (Injury, poisoning and procedural complications)2|
O|AUE AR 2F 0{0| HrPEICE

HLT XZE &5 % 7f&4 ZAX/(Product supply and availability issues)= 7%, T35,

Hihit= ORE 7080l S5 MRl ST, 2220 2ZE0| Sl 89, 2fs0] ARFoIM

—4 — HAL- O™,
A o o =
Hegl 3% 52 HECL

6.25 L[ 5 Lot =% Fof
ZEHez =S 2EE 0= SOC ZE = 30i(Eye disordersP| 1A+ AZE[,
D L

SOC /&2 2 afof ZTX ZOf(Skin and subcutaneous tissue disordersP|| 2Kt AAGEICY

6.26 M 3l ZZH Foi
dN HlES2 SOC 2K Y X Y4 289 HEE(EE X §& EZ8)(Neoplasms
benign and malignant and unspecified(incl cysts and polyps)) Lo St 20{E
Qe HEOIZI ABSHE YU WAOZ BHEICH MedDRAWA CHEEZO0] 0|49
cHA|12] oS REAL Z%(Revised European-American Lymphoma
Classification)E 21 %[GI9IE0] THAC] H=ZF2 Ol IH AL 2F HA|
(NCI Working Formulation)di| [FELCY,
BE o & Yole HYolLE B HOE HMlsti= SOC Y & 2=7 Fof
(Blood and lymphatic system disorders) 1Xt HAEICHT, EZE E0{0|= Of
20| HEEIX| pf=t).
627 87, 8% X 37 Hof

g

HLGT oF/= &Zojim4] % Z'E XS))(Lower respiratory tract disorders (excl
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II. MedDRA 2t

obstruction and infection)}= BX JCHZQ| o|0|E JIZIC e YHEo| M#AE
010f Y X|SHK|RE A 220{= HLGT 7/2EX ZOH(ESF 52/)(Bronchial disorders (excl
neoplasms)) Wl HLT Z/ZLX] 1% L mf(Bronchospasm and obstruction)| =gt
=Tt

HLGT &7= ZOofErS XSl (Upper respiratory tract disorders (excl infections))=
CHE 28 7KL QUL A2 SR SRATENZE HMAAZIXITH HHo Chet &
o= 8Lt HLGT &7/= ZOfES XLl (Upper respiratory tract disorders (excl
infections) HOIRUCt. O|H CHEEO{= S oA X0 Cheh &¢l&0{ of2Ho|
SOIZCHO|, PT 4/2f Z4Z(Nasal dryness)= HLT Z &0f NEC(Nasal disorders NECH|
=01d). HE ot 80l &2l 010 wet V|EF 4RIFEE0{0 S0E =& Ut
Ol =0 PT g4 /2 (Tracheitis obstructive)2 HLGT 2ZIZ 7/ Zg
(Respiratory tract infections) OFNQ| HLT &7/= ZI& NEC(Upper respiratory tract
infections NECH|| AAZEICt,

e oY MRFE0|, & HLGT Z2IE 7/ ZfZ(Respiratory tract infections)o
QIXIBHC, 2Lt HLT &8 2y U S (Pleural infections and inflammations)&
HLGT Z/Z &4t Zlof(Pleural disorders)| {IX|SiCt,

84 MM=Ql BR HLGT ZF &% &Of(Pleural disordersHLT 2/& &9 4
(Pleural neoplasms))0ll 2X[SHX|ZE O|E HI2pt BE MME2 HLGT Z2Z 7/ Ay
(Respiratory tract neoplasms)ol| ZgH=ICt,

PT Zfef 24 (Sputum decreased), PT 7t S7HSputum increased)= SOC &7/,
! &2 Z0ff(Respiratory, thoracic and mediastinal disorders)| Z&tE(0{ 1

OlR= &Al 2oEC ooty HEIS UEH= E27F 7| WEOIC,

t
s
30

_39_



I 8O{ME Al DAL}

o

1. YUEFEQl 20{ MEH U]
11 Xt EXo| =X
Ak HUE YEo| BHS XE B0 AYNel ¥ug 0|ACh DL dzalL
cholfet X2s YYS fEsHoF ot

T =

74

[ | _ =

MBS DOF HI0ln, O[SIHOR EIFENS BE0H| Pl XiHS 2t ARl B2l %
(@]

0

1.3 MedDRA $HZX|

MedDRA= Q|2 £Hot 4 QiCh 1kt 7|ZACHREE EYS Hir= 829 HE2 EEQ

SXMS AANAZ A 9loOz ARAHE= MedDRA XZ H{Zst
= H

A
M
MedDRA 570 SAFESP TIYE0] Qs ZP MSSO| HHS 958t 4 oIt

Xt 7127 thE® &9 HE 2%
0| MedDRA HHEO|XN, PT XVIICIA}F ZE (Factor Vil deficiency/O| 1XI SOC
gl i 2o &Oj(Blood and lymphatic system disorders)of % SE|0f
QURACH WA QP2 S| PT HWIICIXF ZE (Factor VIl deficiency)O| SOC 21214
I B 254 FOf(Congenital, familial and genetic disorders)of| EEIACH
(SOC g% g 2z Zof(Blood and lymphatic system disorders)= 2Xt 7|2

14 84 Hote| 8oiZ M
BNE HEE b Mo ghdstE MedDRA X[SHRIE0{E MEHs{OF diC UE
A

Z[5h?lE012] E0ld MZo 80 HE0] olHE 4 RUACt. EF OfjAlof Chgt
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I O1MEH A| T2{Ata

zol2 oga 2ot
4 Solx 80
YO MedDRAGE RTSAEE R4(H0|, 4 5)E LIkl 8012 Hiepict

S¥ S0/5 80]

o
A (Infertility, Infertility female and

MedDRAGIME E¢Q, 08 ¢ AU UM E

O o
Infertility male)Ol| CHEH X|SHRE0{/CHEE0{7 22 22|%[0 QICt,

=

MedDRA Ar8At= 8 5018 80 A8O0| 7hsoH| HUE O 80 o¢t
oF oixff XM=& Hlug Uf 98 5014 802 Jeks JlasHoF oirt,

HY EY - 0]™ 80{2} MedDRA H|I
O|F 80{ “QfHBreast cancer)’C2 TLEl Xt=ZQ} H|wet [ M¥ E0|X MedDRA

20101 QERHOl|: LLT 074 28/2/Breast cancer female)) e X|Q| Qsks Ta4SiCt,
= 2 U As 7 80
MedDRAE L8 “£= ZF(postoperative)” % “Al& Z(post procedural)” 2 20{E
HEost QUL 7tst 7HE FHEQI 8012 MEHSIT]
HTARY ME=l X517 80
& 0|2 =¢0| 3 2= & =% (Bleeding postoperative)
A& £ THHS0| Uilist Mz & mfHZ (Post procedural sepsis)
(») BEn=l JHOF of SXtEH FH2tE o] Q|Ojo) JeE O/ = 1 ZINo
2 80 MEio| g2 0|1E 5 ULt
HAr MEEl X519 801
o/~ DXF (]
. = (Lip sore)
2l& Wk (Lip sore) e e p sore
(PT 2= &&(Lip pain)
o/=A0/ T//OF ;
o1 A (Lip sores) B2 7S (sores Ip)
(PT &/=</(Cheilitis))
_ QJUIEZS| ZSF (Sore gums)
OFZ QlZ (Sore gums) - o (pore gum>
(PT Q= &Z(Gingival pain))
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I 8O{ME Al DAL}

o

ERIT EEEREES
U= FEF (Sores gum)
olZ ¥Z (Sores gum) (PT B/ZZE Al2& (Noninfective
qingivitis))

1.5 & ARE Z[ore| E0{Th dE

X OAHE X680 E Ar8dliMe ¢F EICt

HoPH| 2PSk= MedDRA 07} §ls BF MSSOO| #HEs QFeltt.

M=Z=2 800 gt HE 2F

. O

N2t QA0 Wt LLT HBV SA/ ZIS(HBV coinfection)0] MedDRAO| ZJIEIC,

1.7 E0f dE A| ooty

=

o
I_I_
geop 2Xok= 8012 **% - QIEH, ooty S Soll 7|& MedDRA 80 &
=
=

1.8 = 0|2 0{ LEH

EX sty JHES siLte| MedDRA BO{Z LIERY & i Of Wz Q¥ It¥s S
MEZe B0 QHst= A nEvt M |07t XJtEe %S JchEls SO
At= M 2 0l ET0| DX Sle QEke AESH| Mzt Upel mowaoz
SiLt O[AQ] 7|E R0{Z Meteic

HTE HEO| W2l 0f2f MedDRA ABIRIB0IS MeEsts 20| XES 4 QICt 0]

ES
SICHH, S0|d2 &= & UK = OlY2l 8015 HEiRICiH S=2 + UCh

E
ds= T

Ot
I
]
rx
o el

J

= 0ldel Horel 80 4HY

“HOold alEf(metastatic gingival cancer)”df CHeF =Y MedDRA &0{7} glo0i
Mey gMe Cgi 2k

1. LLT QECK(Gingival cancer) ==(0R) LLT X0/4 Sf&(Metastatic carcinoma)s ~1EH
2. LLT Q=K Gingival cancer) J2|1(AND) LLT XO/Y Sf&(Metastatic carcinoma)s ~EH

1.9 AS+x =l

Z[oIRI80] B Al EnEl S0{9f QDS g2 2HESIU=X =teld| S| 2[ot0] ok
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/Ol gAOf Chet
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15 2p
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moh OfLfef 717 2 AR
Zi0]Ct,
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.
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g0 &l
KO e
x o
uEﬂMO
o
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RN -
Sl Sk g ko g
Il QS
FSR 23 ¢
5 52 8 g S
| S| Ol S
Kisisu § SIS
H_M,Ofm.muza
o~z B[RS
Swh S K<
K
I
NOLQ
Bl 2
%0 ol Ko K
Al o E
Ko °° =2
iy .z o
o &
o a7
gl
o

4(differential)”

80f 48 gMoj
o=

“7 1

I.

—

.

o
=HEl=(presumed)”,

UU

C
[

PN
(il

PP

oo
(questionable)”,

x
o
—

[m]
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SLp SA QR0 02 B
“O| ME[=(suspicion of)”, “7+s¢Hprobable)”,

=(likely)”, “HM[2|(rule out)”, “2lAZ

=30 A

7

ofLt &2 042 9|
HFEE o= Q| [H=20|Ct,
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oM 7tset
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KO
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xd

e LCHAN:

ol

|

=
ol
o0
I

<0l 2

e

R

CHA:

ol

[N

=
ol
o0
I+

o
o

IL
IL

A H,
— 'S
/2 25

<0l 4
AL

/2,

=
F

=

=
/2

=

-LL,

LL

O}
(Anaphylactic reaction)

OpL}
(Anaphylactic reaction)

H)

ofn

Al 7tset

10
oll

oF

ud
K

i

1o

ol
U4
K

o]

|.

<0l 1

Ko

1o

o
ud
K
“_._Mo
el
Kio

o]

m]
Tl 2

CHA:

(Dyspnoea)

IL
(Laryngospasm)

EIZ1 (Rash)

=

;
2= ZM (Myocardial

X8t (Hypotension)

"
o
T

<0l 3

[0

Wi
{0]

K|0
IHO

il
ol

off

infarction)
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I O1AEH A| T2{Ap

HEY Jtse Z[6ke 80

5= 7

o2& 2l (Dyspnoea)

818t (Diaphoresis)

EE& (Chest pain)

oS 17
o5

o5 =2t (Dyspnoea)

813t (Diaphoresis)

L M&Z (Pulmonary

embolism)
A2 ZM (Myocardial
infarction)
Y A2X (Congestive

heart failure)

L M&Z (Pulmonary

embolism)

22 Z4 (Myocardial

infarction)
S84 AEX (Congestive
heart failure)
E& (Chest pain)
&A= (Cyanosis)
=2t (Shortness of breath)
g/gt Zt4 (Blood pressure

decreased)

o MXZ (Pulmonary

embolism)
2= Z4 (Myocardial
infarction) Vv
S84 LEX (Congestive
heart failure)

EE& (Chest pain)

-
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] iy 10 ~ 30 X 5
K K X o T

(@\]

¥

—

.
o

S/0l A

I.

/Ol SA=|Of L

I?1E0i=
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CIOJE EEO AMY

oF
O}

/O SAHZ 017] X
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gl
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(Pneumonia)
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= Af
HEHEl Zot?| 801

ol
(Myocardial infarction)

HO[H =0 2Rl X|2

|_

—

-

/Ol SAEH| 7}

o

=)

I.

—

/Ol SAAIZE ARTL}

i &=

Ald
o

.

o

=)

A{EH

I.

| |
=0|
AHH
O -
— _|O

=

oF
QI510{ AFLUSIALCY,

2.1
220
=N

2




lII. OB Al At

ER, HeE 2512 80f o)A
HiH/ (Constipation)
H XF XD =Orof X} A
HH| A M 2oty &t K2 (Perforated bowel) salE woa g2
=l - . .y = —)— =/
IS, 2EX; ARY L20+97 (Peritonitis)
EHZ (Sepsis)

FZ0I2tH, 7tset 7HY A AMY 80{S BTt Atet

o2k ==0] ot 7|55 ot

Y 80l= HLGT X/%%Y Zf(Fetal outcomesP| 1EE(0] QULCH.

MEHEl X512 80
=2 ME EfA (Found dead)
i 5 2h AP

HARY
XL AP xi= 2 E

E-pa =l N PN el . o
== e © (Maternal death during childbirth)
574 HM0f 201 Al gloje
e =aA) E AFOIAE (Death from natural causes)

XtQiA}

APHS/Ol A 2F S| HEHSHOF STt

S0t ¥ o
ERIVT REEECEES
1%l (Rash)
o = L
SIXPF YIS A0 LUK AEAL Al ARt )
=& &EAF (Sudden cardiac death)

IXp 2llls ZEHOZ ofF0|dS/0lgARIZ O7|X] =Lt

BAret HEdEl £S5 801 ol
SEIM AlEXO=Z 05 OFIA] AJET
=8O EI_I_I_-I——I— |_|°|_|' ZZ5 1:7—1_7’ olg|o ﬁﬂl'ekl 7|§
O|O_| (C . . H o= 21— =
2 ongestive heart failure)
BIUE fact EIt 2t 2nel BR, Jhset o I MRl 80 MEioiTt
HAre} MERE X519 80
S et 28 (Hospitalisation)
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2.3 At 5 Ko

et AE, Xheh S8 Xfol|l 2of Ot Feiorn Hetel 801 HEi2 Xz gM 5L Z40]
LHOICE HOE Holof tiet 7171 B=GHK| Bi2 B2, SHoM ZEE H=Ct

Xtaf EE X AEE QIE0HK| B42 XfoHol| Cifet 2119 AL, HASH X5 80T
Mesict
BoAret HEEl Z[SHR] 801 oA
LLT Xf8f Q&H(Self
xfah o
inflicted laceration)2
o S =
. . PT o/=%
(Self inflicted laceration) . ,
self-injury)of| 1A=
pof S
£22 10| XS 8t (Self inflicted laceration) B
TfAF AJE
(Suicide attempt)
Xhaf EE xR AE
O/=% g F0f SOl otk F0{7t
°fF It =E5H0] (Intentional overdose) HINE 42 02
RS &t b= THIHQI LT S/EX
(Suicide attempt) 2t E0f(Intentional
overdose)= MEH

2.3.3 XXl Xt A=
e AME7 X EXHO[2tH X A|=FEh OfL|2t O Zup7kx| ghdet 8015 BT

MEHEl X[5HR] 20
Fol=
A = Algtoz Ant 7|12
(Completed suicide)

HARY

KEAER AY
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32 S =l 4% HEot Xtz HMS X|AHot= &0
HMEHO| Old4E == RUCL O|H F2 O MEHCl HEE o0 A5t FeEot HES
2SS = GICHH Oof2ff Ao 7|XHEl CHE 01§ MEHOICY,
241 M=Kl HE
Py MEREl XS &0 oA
LLT &% Z'F 0/Y
~ s 212 O (Serum potassium
HA™ELEO| 1.6 mEqg/LE! s s abnormal)2 E1E
IUEES | tas e =y @
abnorma N
HYUE 1.6mEqg/LE
=X i, S22 Z0)

H IAret MEHEL £[SH2] 201 o|A
‘GUE “H|=z4Al7|
(genito-urinary)” E£=
“2|HI¥(gastric ulcer)”
GU &3 &5 (Pain) Y = ULk F=7+ FEIL

oOfL— O OF =
e 79, Yokl HwE

oT,
HEot=s E0{E HHE

(of: LLT &&(Pain)

=30t YHO| ZAL, ol HEHE 7| ol ==t Hefot HE A2 o+ QiCtH,

HE Ael E22Yot 442 vHYst= MEoH X[OI1RE0E MEHoICt
EH AR MEY=E X[GHR 201 oA

“AHOZ H{EFOF K1

g7} 271 A Z|0] MEHJI B3 0|=

Aoz uist ZUf 201 Al |0 ZEI} ._I._

(Unevaluable event) SEXF MELE M= (0

dH)= 20|
2IXPF S2Hot 59| 9 ==37oF Zoj oftqot HEfO| oJstA
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I SO{ME Al TajALG

o

B TALS MEE £[6H2] 201 oA
o7 T A £}
D= LLT Z256 3o
St 2|7 UL (Ill-defined disorder) T _
o e (llI-defined disorder)=
Mest 4 ol
2.5 =g 80
MedDRA S &0l= ot 2std JliEat of2] Catd Z2019| Xptez He et
EE= HOolsto) oot 5ot BEE X|Zot)t S 80l INNeE QUYL =HAcH
OfetM JHHO = LIELIL OfA|= Of2{Qt &L
MedDRA £3} 20]
PT 5ted 21 815 (Diabetic retinopathy)
PT Zggt A3 HICf(Hypertensive cardiomegaly)
PT SA2Y mZ (Fosinophilic pneumonia)
=5t 0= HUE S OHSOMRHS/OMARIS Bl MEE & oM £ 1 9l

HEHZ QIS HEl) 2o EHHO| MEE|00F STt

HTALRS MEfEl X[6HR] 201
AZGAMOoZ ol B & &2 G (Myocardial infarction)

o
— —1L- OT

252 HTE SHtO| AMEW7} CHE SHELCE O 2HM|&QI A
=

JPX| AE7E 20| B F2, O THEO MEfol Ciet 801 Meysic

— | ) N

RN HEE] 2[519] 80]
2t 715 Fol(Ed 7H) =& 718 (Hepatitis acute)
AlEbilso 2 Olol EXjoH A= (Atrial fibrillation)
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I O|ME A| D2fAtat

253 =23 0{7} J1s3t AL

T 7K B2 2053, SHLe| MedDRA =g E07F HiEl & JHX] HEIS

LIEFE - ACHH, 3 0S5 HERIT

HOAr HEE X5HR 80

CHL A OMOF HI=

Y2 oot YIHS oo oo
(Diabetic retinopathy)
JtdlE Stiret &l 7fe12 B (ltchy rash)

AE F=0|YES/0lgAIE 22t 0| e SEE o HMSetH =

0[2| MedDRA 80{S =Z2[6t0 HEHTICL,

o
HIARSH MEHE X[5H] 801
AT ;
MAF B TE &t (Diarrhoea)
= (Vomiting)
A ox ;
x2t02 o3t B =& Z& (Wrist fracture)
2t (Fall)
AME= BHIES 58% & NUEEES HLIES EZ (Hyponatraemia)
VLFASO| AS EUCE 728 = (Hyperkalaemia)
olstd Hrtg SO E1E 02 22l M FEIJF 2AEX| A ot gy MEfs
£0{0]| Cigt MedDRA HISFAE 2QI6t0] HnE JHOF MAESHX| HIEA| 2HQIGHT}
Nl MEHE £[SH9] 201 oA
LLT &Z(Haematoma)2Lt LLT 2/4H4
S Z(Traumatic haematomao| JE
E=0) =&/ SICHLLT S/44 ZE=(Traumatic
_ _ (Animal bite) | haematoma)2 HLT 22/ &4 259/
S=01H =T e . . e
A2 Ol SIEE = =& NEC(Non-site specific injuries
o T (Traumatic NEC) & HLT Z¥
S R
haematoma) NEC(Haemorrhages NECKH| CHSS}
= 9t LLT &= (Haematoma)2
HLT Z& NEC(Haemorrhages NEC)
o2k CHS).
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lII. OB Al At

2.5.5 7|X Zehlt e EOE AR
Ote 71X Hetnt e H0E|T, MedDRAO| HESH Zet 017 T,

o
(e}

A7t BISEK|
AR{OI2t SliEoks 015 HEfRIT

HOARY HEf =l Z[5He| 80f o|lA
J|E Yoz st | Z&(Shortness of | 0| 8% "SE 2 A0l "Y"2
=0l & breath) oK = 714 ZEoICh

2.6 AF O At S0
2.6.1 AP A HEE TSt MedDRA 80

HTARSH MEEl X519 20
Lo LIS 2HE AI0F BHEF (Jaundice of newborn)
6M|0f HAlE =ity A0f7| FAE (Childhood psychosis)

2.6.2 Y15 Ol Al MEHE EZ3Sk= MedDRA 017t Qi 4%

—

Aol Chigt E0{S dEtorn

S
Lo|2t At 258 2ot=(Z 01d2)

=M M 7p53t Aote| Sof H% 2
IS (Pancreatitis) Y
A/ XFOF -
Alaofo| ol 25 (Pancreatitis)
AYoF o (Neonatal
disorder)

2.7 M| 2{X| o A= 5018

2.7.1 AA| IX|F AR HEE == MedDRA 204
HTARSH MEHE] X512 80
A=0f Ldioh o8 2hx ot HEX] (Rash on face)
2.7.2 AH| SIX[Qt AR HEE Z2ddSH= MedDRA 017+ Qi B2
M| 2fX[off EO|MOIX| QU2 MEHE HrdSH 0] CHA S ARM|0] CHet 2012 MEHSHT}

=20 UACE

rx

5 AR YOt HEmoE of 2
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I O1MEH A| T2{Ata

2R MEHEL £[5H7] 201 o|A
O] 82 71501 Lot
71501 Lot o|RLT /=2 BtXl (Skin rash) | 2RI SHEsH=
2017} giCt

SER|DH OJSlx| HTHO| WESHH MR Ofzfiel oAl 20| AM| SIx| MEIt QM
=|ofof tct.

MEHEN Z[ot?| 80

FAR 20 Lt

et | AP 2R BRS (Injection 45 (Cyanosis)s
HYUS site reaction) MEHSHH S0k Qb

2.7.3 Ofcf M| PIX|O|A Abe|7F Eedor B
AA|7F 0f2f AH| ?{X|0f| A

=] ko)
dhAfol 7102 HIED RE

o+1-=

= Al HHZ O MA| it

HEHEl Z5te] 80

o|A
LLT o7 ZfXI(Rash of

| face) LLT & EfX/(Neck
= O — .
ap x| /= BfXI (Skin rash)

rash) % LLT zZ/&=2
SrX1(Skin rash) 25 PT
EX(Rash)ol| THEe!
LLT & ZE&(0Oedema
hands) LLT &

B (Oedematous feet)
Q= PT 2%
AIX] 2Z (Oedema of o=
i S (Oedema
extremities) _ o
peripheral/| CHSE.
SHX|BE LLT ApX/
EZ(0Oedema of
extremities)0| T

s
H
I
I
O
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2.81 DS o B2815] QXIS TSI MedDRA 20

HOARY HEfE X519 80 oA
HE T HE Of olloflAf SHEsHS (X7t
HEod HEH (Pneumococcal Hs UIEHeE & &
pneumonia) UL

2.8.2 DJ= Sl S fIXE E£2dok= MedDRA 07t §lS 8%
o S22 £ D= 49 3 o XS 2ofoh= 8018 2F HEoh= ZOICt.

=
=
ST QXIS HlT 80| EE 5 0YE U

CHPrO == SfF< gel 22 fi¥ot 8018 M=
Ot O] W ofetd HEZ 28610 ofFStd X EH OidME 4Y & SU=RIE
Aot}
HARY ME JHsot X[6H] 801 | vz M o|A
NZEHEA 21
(Haemophilus Ed O¥E &Y
infection) v 2|7 sHESH Q%]
o= 2 S5S LiEHd
SIZHEA D371 | (Respiratory infection)
PAN: o7 g E- fXe| HES
(Respiratory infection) LIEHH
O/ =2 A ZFO7
AREES 2B S3 OlE 2us
(Haemophilus
. . LEHEH
infection)

HEE V1IN Ee dHi= oiid Zeo| ot Ex= HEIQICIE 0[S /0lgA =

0
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o

JIH HE JEE HEE 4 U o
oot (Aggravated, exacerbated, worsened)
T (Recurrent)

LI& (Progressive)

(2ref ofid 017t EXHotitH) HPE SEE 7+ Feo| ghget 80 MEfSHT}
Bk HEE X569 80
55225 o2 55 28 255 o3
(Exacerbation of myasthenia gravis) (Myasthenia gravis aggravated)

oiig BOI7t EXHOIX %S Z9, CHot 2o TR WA nafpi,
o 1 71H et HEIS LIEHHS SOIS Mefstn HXt GlojE WO ATARYS
UpEl waloz 7|=gict

- O 2: 71X et JEiS LiEfi= 80 3 HEE JEE UE= & BN 805

MEHSHCHO: LLT &7 9f8f(Condition aggravated), LLT Z2F X (Disease

progression)). Egt HOJE| TEK| +MARIS UBE WACE J|=C,

IR HeE Fokel 8of oA
I e F2 (aundice) | UEE AOZ “ORI'E J|2

Sret (Jaundice)

_ é"E/y Q/:q._/ =2 o = =
2 2 st . 1N Heh SEf S HokE JEO
(Condiition L L
offgol= E0] HE,
aggravated)

[

IZHE= 80]) HEE 2610 TN ==& AMHUSX/2XIE 00
L

=El A0 BAIEO] UK

= - L — o O
Orom |LT g4 & E&(Exposure during pregnancy)it 42 U0l 2015 MEHSI|

2.10.1 (& A

21011 20| SEE0] YN YgS

OlAl = LEL|0] Aoz ofsES
O

S|
=0l Chiet 015 BTt
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1II. o=

A| ILB{AFEH

o

HIAR MERE X519 &0
=
ALl B A= XE EoF gt Ay (Maternal exposure during
SrXI0| pregnancy)
A SRy BIXI (Pruritic rash)
2101.2 20| =BEIHOL YMT YT WA| e YR
AN F S0 =ELRUCHE B0 SEHY| AYEeE Js BA| YUCHT gt
42, Mz 82 Y & =50 Cigt 0{TF MESH= Zi0[Ct, Ciote= M F
20| 16101 LLT 0/4 &gF &Z(No adverse effect) 8015 MBS = Tt
EARY e 7K 2519 80 Hs g
QIp ZF AT =ZF (Maternal
exposure auring v
pregnancy)
UL 5 A= XE St & A2 =ZF (Maternal
FofZ(0l4tE §l3) exposure during
pregnancy)
O/& gt G5 (No adverse
effect)
2.10.2 EHO} EE= AOF Af|

=25 U OPARO] Cifst SOIS MEpiC

HApst HEHEl X6 0
O/A| = At L2
olAISH 01M40| OFZ X =8: omixmol | ZC & Z (Maternal exposure
I e EETE aduring pregnancy)
HAO A EHOL BIT0] EY

EffO} B9 (Foetal tachycardia)

OFHX|Z} =38 Al7[0f ef= X
OF717F sUHES 7HX D EHO{E

B
1O

A T OfHXISl of=0) =&
(Paternal drug exposure before

pregnancy)
NG (Cleft palate)

OO=2 E5f OF2 L= (D/’U
=) : = Zr= 9= == g
o{OjL|7} & XOf| =&; B} =7 2 o5 _
N exposure via breast milk)
Lorrt e

AYOF £ (Vomiting neonatal)
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MEAOZE SXiXoz
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SoEHL XS0l 246101 EolE SARE EXliet HEIE 2|0[RIT.

o O

2110 AHE el

£ MAFOo|2t 7|=SHAL QJetX  mEt

obd RO ofsh EfO{e THERE ZXHet
HEf2t HEEICKH SOC MY Jf24 X REE ZOi(Congenital, familial and
genetic disorders)=s MEHSITL,

—

X AR

At HEfEl £S5 804 ol
EACEC R A A AT AJXISE
ARERFOHE = Lt 08 5E2
DooOHE 7I'IlJ— EHO1|_ . . -
Aot (Heart disease congenital)
M opt gIket
LLT/PT
HZ(Phimosis)2 SOC
AfAAAT 1 0/
Z20| Qe 4ot 22 (Phimosis) 5, 158 %
" S5 Zo Congenital,
familial and genetic
disordersP| Z=E0]
o=
A

2112 Y SHI(EY Al BXH)

THof HEHVE MTFO[ALE EfOE W EXHeh 20| Otllek= FE(M: =HA)7F ACHH
SEiol Lol BlRRY 801E dEf6t0] O 8017t SOC 424, /54 X

g 78 ol
(Congenital, familial and genetic disorders)Rt £t#H0| QUSS <HAS| ot THeF
HiSHY 2

5P 2047t ICHE it AERQ| “SH M (acquired)” RO MEHSICH

2 EE X651 80 o|lA

LLT/PT OFZ(Nights blindness)2
SOC ZIZ &= ZOj(Eye disorders)
— OfZ'E (Night X &4, oFS0| ME-dolEtn
°e =° blindness) AXBIX| Y Z(LLT/PT 2274
OfZ(Congenital night
blindness))
45M|0f Z=ZF g LLT/PT ZZ&(Phimosis)& 1X} SOC

0
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0
o
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M)
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_57_

I RO{ME Al TEjAf



I ZO11E] Al AR>S
AR} HEE X519 801 ol
TG TIES T 258
(Acquired &Of(Congenital, familial and
phimosis) genetic disorders)| THSSH |
20l MEHORX] 2 7
BP0} gl g Eae ASY
SHAS CFaf SEXF A Ol Al Lt
el st | P B HE 4 S, ol MENH Efol
344 BHx} (Cholangiectasis | EX}E Aoz FHY £ glen=z
acquired) X M(acquired) 012 MEtst=
740| XM=
211.3 M L= 28 HEf7F AEX] gi2 8%
Trof HTY Ee= 2TE0IEtn BAIE FE o] HEf7E 2EOEUCHHE SHE HEHO
CHol Fl017t @l= 8018 MEfoHTt HEYd 3 28d F dE 259 JEfLr ZEo
CH5Ho] MedDRAOIME= CHE @Qf0| MEEICt "My E= “SHY"02t= SHHOIE
FIFOHR| ff2 2ROl HEHQ| HEH/EHO| CHESE0 S=Z0|A AQICt,
HuArt HEE Z5He 80 oA
QETAS SHYEC MHYoE
ests | O YerEolCt LLT/PT
. 7 g2 7= &2} (Pyloric stenosis)2 SOC
e (Pyloric stenosis) Y 2 ’ R
&Off(Congenital, familial and
genetic disorders)| Xt AAZAEZIC
MBS S QiR o2 MAIAHC}
SXHAO = dHidds ZFAFA
LSUXSHS . Afor& (Hypothyroidism)2 SOC &
(Hypothyroidism) — . .
LHEH] ZOf(Endocrine disorders)|
X} AZ =,
212 V=
MES EF7F WO W20 2= J=”ol Chet XXl J10|=Rtels MEse =+ 8ict.
ClE Arof %QIQEh

MedDRA2| AM=E £0]
2t(cancer)”dt “2Z(carcinoma)”’& Z2|0{0|C}.
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I 8O{ME Al DAL}

o

AR} HE Okset Zoif 80 | M= M oA
MEHSH= 742
transplantation) MLE —cn) XXAE -
7+0[ 4] ZF 24 (Liver injury) SHel SS=2
LIEr = QUCtH
2t &4 (Liver injury)

2.14 AUet AAL

SOC g4 ZAH(nvestigations)= 2F30{(0ll, 7t &4, O, H)7t AL
DAIES Zofotrt oot MEH(O: “X(hyper-)"?t “X(hypo-)")oi|l M2t 80152
HEO| “XfOf” J|BHAILHER(0, SOC LAF Y Y Zfof(Metabolism and  nutrition
disorders))0f| ZgH=ICt,

SOC 24 ZAfnvestigations)= Tt FRI+ OtLIEZ Xtz HAM Al SiE J[2HA|CH

220 SYE SOIS Y mOI0{0F BT,

2.14.1 SFZ0|SEHS/0IAIZAC] e A 21t

ef A Zaof| Cheh E0iE WY [ TS ARol| FofeHt.

- OfShH HEH CH U4 HAF ZDfof CHer S0 MEd
oAkt HEE 2519 801 oA
LLT X535 (Hypoglycaemia)
Ry R S SOC it ¥ g Zof
= (Hypoglycaemia) (Metabolism and nutrition

disorders)| &
LLT ZEZ5F ZFA(Glucose
decreased)= SOC 2/4& ZAf

(Investigations| &

Zogh ZkA

(Glucose decreased)

OoOL- OO =
N HEE X9 801 oA
LS 40 mg/dL 2LE &E ZEG X7F I Eel 2Ot
——1 0O e
(Glucose low) FS S maks| oF 4 ULt
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lII. OB Al At

HuArt HEE X519 80
&7f (Alkaline
phosphatase increased)
SGPT 37} (SGPT

|0

7

—

CHSH 202 MEHSICE LT 2F

UZIE | SLALIEO A, . & Alg O (Liver
N oy increaseq)
Sttt SGPT, &7+t SCOT 27} (SCOT function tests abnormal)
SGOT, 453t LDH -~ ° Ze BiLto| 2015 MEHSX|
increased) orrt
LDH Z2} (LDH =
increased)
2145 oPH017t gl= 4 dAF 801
SHYO17t Ql= SOC g4 ZAH(Investigations) 201= ICH E2B ®™Xt B0 &ZF0f| (2
ZIEh ZAF Xtz " Al BATEE 7|S6t= O ARSEIC
N /HOARsE
2 i\H0io =2 EHE| XS] &£ O| 7
) dAtHO = MEHEL X[SHR] 0 ol
s 58 &8E8f (Cardiac output) -

LLT ofZ==8/
24 (Haemoglobin
decreased= TAAHEt
At 25 SFEY
[H=0f| MEHSHAM =
QtEICE*

o|l2224l 75 g/dL | &/ZFZE/ (Haemoglobin)

* E2BOIM AL B AlEQ ZANE st Xt2 R74(E2B data elements for Results of Tests
and Procedures)OiiM MedDRAE AR A7t Of! HAFHO|TE A EICE

rOI-

FHOT} Gl AL SOI SFEOIMHIS/OIMARILE BT 22 YEE J|=sts HlOJE
Lol ARSEIX| GHCh BRHOPE gl HAL 80 S20| AFE MEiHO|D], HAY
801 HojEl E 2of O

UL,

80{2] EXHot ¢HS US| 2ot SHOE AMEE +

un

2151 Ff 2F

FOf ©FL O|ZMBYN, 2K} L AHXIO| OJFE B2 Slo| PXHS OJoFE ALZOILY
SR} TISHR OI0{XIZILt OP7IE 4 Qi O Thstt ARRIZ HOliC



I SO{ME Al TajALG

Fof 230 gt B0 A Ao Ciet SEE ZEel6h7 L okX| b2 = QUCL
2.15.1.1 Ab AR Sy HOEl EQF 9=
FoF Tt A 2 e EnE 32 Fof @F I A Ao oot 801F
MEHOHT}
RN REEELSEN o
SEXROA| HRE 220 == G =0
=of 5o ML) (Wrong drig -
SEAHBIOICH +adm/n/52‘ered)
semM X2l (Hypotension)
o= 0/F 2& (Drug
name confusion)
O[of=HO| H|=oI0| HxE Z2E ofF W F D= Eof o2 0|
o|okZQ| XF|E; (Wrong drug BHE%}h S0j2 Mespe
ZWEoR #A} HRE dispensed) ol ZOBILE = =
oprEs =solol wXo| | HEH o4F £ | o ;H*"ﬁ; B
SAOIAC (Wrong drug W A
administered)
&% (Rash)
EZE 7/ &of =
=01 (Drug W F0{7F Rof 2F9
Clagl X Al HRE administered in SoHo2 HL|QICHH
ZA|2 AFRSI0] Tf2HO| wrong device) o FH&EQ LLT R&&
EO{E[RACt. ZEXIOf|A| PEA g =of 2f5F =0f(Accidental
HEL=0| BHAHSIICT (Accidental overdose) | overdose)= MEHS 4=
XEEE ULCF,
(Hypoglycaemia)
21512 Y4 HI} 90| BIE FOF OF 9l MIYH £of oF
e 2t gle B LR AS0|8EHS/01gA7F OFLICE oEX[2H Fof 2F9|
4 = TN HME 7|150k= A2 S0t BEiE £oF @50 et Ay 1
Tt 801 et
EoF @2 AMM X 801 MEHTF MedDRAZ IHE X2 2AM0| U0, B 25
A KPHE FoF Q37 EHHSIICLE, SEXHLE AHIXIOA =E617| o of2hE A4S
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OF Q2 APM XIEHS Q27 KICHE| CH|HLH QEJ} HhAlSE T2

sfoF Bict
£of Q20| Tt IO St AN HIP} QUCIT J|EE AL, ME FMe
QF0| CHet 0{2+ MEHSH= ZiO|C} CHOtOZ EOF Q20 FII510{ LLT 0/4
ZE(No aaverse effect) 8015 MENEH 25 QICt,
HaAk M THsBt #olel S0f ¥ g
JIE} BEZ FOISF 7 FTAL
KA (Intramuscular y
= formulation administered
9l°fZ0| 2= W(IM)Z
=0ig|s CHAL Ko by other route)
L — - O~ — ———
V)2 Ecigigiot | B EEE ot oF A
SEXIO||A| O|AfHES0) XA (Intramuscular
LIEFLFX| SFQICE formulation administered
LS M.
by other route)
Of&t 28t 8= (No aaverse
effect)
orZ 0/ 25 (Drug name | 0| 0= ESF 22
confusion XAl Q=
S ESEN / SOl 24
oApsiCe me oixatol | T SFE O/0fF £ SiE | OMR LT 9F
™ |'0|' |'E o= L |0|':| _—E'-/é-/ _[Ef 57’_1:,_1 0/5 _‘_é‘g(Dng
O|= Qlal Fef 2LFIt , o
St A ojCts HS (Circumstance or name confusion)&
N information capable of XITHAQl EoF o=
24619t P SHR FoF 25

leading to medication
error)

S| et 27t

YEE s

SUPL olofE 28
T2 MO £
AEOIA 0 227t

SIOIE|RACE.

(Intercepted drug
prescribing error)

T g 2F A At

SUpF otz HR
FHBIZOLE 2Pt 052

otg I OF AH At

(Intercepted drug

°F A Sofs
287t xiEHE
coflsct 220t

e HAIS

_ HIQISHOF SHC
OIxH SlerES 2RI rercey SEoHor B
oroirt dispensing error)
SAP} 2ofE Xo| 288 | YE £& 5 (Dug dose | B8 L2 BAIS
Qlo{r{ZICt, omission) HE, ™ 28
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AR MEH JHS A[oH9] 20 M 2N
= 7 Q|
HAHOZ E0f5HK]
of= AlRE
Moot =8st7L}
S0t Fot
#o2, Ol Eo
Q=o|ct,
ozt o=
SIXpL SHT UKtO| 222 o g2t oo ojorz =g
— . == oo T
20t 2% XS =8t (/m‘enz‘/onc;/, dose 0/:7/'55/bn) FE/Ese
IR, ofAO|Ct. O]= =9
Q=J} ofLct,
21513 2= 4A| 2R
OFZ ZtA| QB UM TWIL Q/ES AL XIEE S US| BIE DL|HUsHs
TR0 WMHs QB2 UZILCH Ol ot OF20| OFM AIRS 9Pt XIAO|Lt HEE
M2 FO| Al 222 XAoHs Y 4 QILt
H AR MEEl £35S 801 o7
27t DL|Ef
AFES O A2
or= EL E 2/ I—//'(' HI—/_'é'é‘]
sixfol 2t mAZ oy | - ? 18 S PES| g Lot quct
o (Drug monitorin
smsies Amsigory | = IO ol o Alg A
rocequre ncorrec
/e Oict ZHsIICt P o) Y| amEe aazArel
errorme
P SxEE DUEY
0f0]Lt.
oFZ 2fHo]
. . NE oE DLEE 24 | ADE0 Y= o
SXpt 2|50| Eetel e . " o
N bj+84 (Therapeutic drug X7t X2 HeY
or2g 2gotn 2|5
' / H O|I_TI=
A2 ESHSIK| OOt monitoring analysis not LHO|| Re=X|S
== = [e) = . N N
TH=E Te oA performed) eoldh= BELER-S
SHx| 9of2 ojfolct,
HIZ0| EX ok EX 2AI} S SR SRS MstS JIF SRt 283 I AT
SIS EA| J[RARIO| JIRSH A9 8 HTIMoA IEXOl QR0ILt 7t ARY 9| AL
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III. OB Al L&A

EOF
T 1

xt20| Cet

o=
—

oF

pN =1
1o

HE 9= 7 42

—

2&F 02t JXE 8=
=
=

EOf
=

| =
T
Xl
o =

7
I YE-S4 7 4T NS £ OF
HJE F-HE 7 42 FS EY

F0I5F SfSfE0) Lier 7|2 2E LfE

E
=
=

L

(Labelled drug-drug interaction medication error)
(Labelled drug-food interaction medication error)
oF OF (Labelled drug-disease interaction medication error)
& (Documented hypersensitivity to administered product)

N, REEEGCEN oA
#/5 9E7 S K £
N N PF (Labelled drug-dru _
2R} SRk = /hz‘e;-cz{/on med/'caz‘/ogn errir) R0l O] Sr=-er=
FFLYHE =8%1H & 2280 7|7H=(0f
& LlgA AtE & &
2 LISHACE UCF
(Pregnancy on oral
contraceptive)
N - HIlE ofF-84 7 &2 FHE| _ _
2Pt ZeddHE sor 02 (1 abelled XS0l XtsFA2% O
E_g_—é—l_tﬂ = II.E AR T =77 (Labere OFE2_2A| Al-‘c‘SII-_Q_Ol
oVl & o T —= . . =2 o1 o—T0o
Iy drug-food interaction Ciod O]
OFXICE. . 7|7HE[0f RUCH
medlcation error)
XIZ2l =AZ|XH
Afol| ofE-2Y
7to| M=
HI[E SfZ-FE 7F o XE | TS0 7|XHE[0]
Eof 0= olC =7/ =
dmzo g wxpp | 707 Labeled L EEE S
rug-disease interaction =
QuEoR MBS0 gmames U=
AFR0| TX|E oF=S At medication error) X1gf(Contraindicated
= SiEs = .
° = bto “1; =0 =//5E ofF A% drug prescribed)=
= (Contraindicated drug 7|1 Az g9
prescribeqd) Eor @29 »An;
sl 287+ s
THAlOf 2fet =7t
HEE HISoHL
AIbd| HHX|7E U= =07zt SErjoff st Z) 2 i7E O] £of 7=

XL SZOM0IER

o
U=S

2HEIY (Documented
hypersensitivity to
administered drug)

Foigrn HYS

2ct,
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III. OB Al L&A

HIA MERE] Z[o9] 20] oA
2M0| 712E/0] Q=
297 (Wheezin
& ( 9/ o= ojnjsict

S et HBEX G o CIFE MG QF7F WAHCIT JHEEIX| Gt of
of, IY £0I, XBY =T S0| WHUCHT IpoHs %S myBiCt
RN REEECCED oA
O] EIME Eoff
x82=80| 10| e

ApTOf ofgt 2QIX| o
+ Qirk. 0g Thset
HEo ALK HS

“AHH! 012! LLT

St HYE 2829 _ oy _
N Zf4& =07 (Underdose) PEX 24 Z0f
Hdtat 286ALCt, .
(Accidental
underdose) EE= LLT
O|EX piA E0f
(Intentional
underdose)= XS]
MEHSITT
2152 A1 =& 8 MM =
21521 AfD =&
olofE AME 89| YAIS AL LEOIE MSgict
HAR MEHE X[619] 201 o|7

le) o H =< TE=
Ergfe '1]'—'_’— ?_‘Eg T—'-E—E
o] v {™y

2019 LT ofF 47
(Accidental drug intake by
child)

254 £ (Vomiting
projectile)

FATG AFZ0/ES Zof
HFZ OfH{X|7t XHMI2| OfoIS
$7ICt SUEOR ofojr}

—_—

AOfS| o/9Fr=0] Ljjet 225
L& (Accidental exposure
to product by child)

“L=&(exposure to)"2
L=E0| T (ol XiZ)oll

ZFOPH0| QI i
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I 8O{ME Al DAL}

o

II-_II
o
—
9'_|-

2 HEHEl Zote] 801 olA

—

~E St ==
2 &2 5oF & (exposure via)’2
(Exposure via skin contact) | ‘=& ZZ/0H7HH|(0]):

LSEE)0]| 2ot 0|,

—

=0 ==EIACE

21522 A =&
YA LE2 gHHo=z YURE aWdl= Y § K28 MES =gt SEHO
FEMoE LEEE NS Zo, EF M 220N FIF ALERE Ty £
ULt OIE 501 2N =22 YT = 2o LHidke G2 54061 LUK HERQ|
SET B US4 UCH O2fS YoM EIR BAXISS| XYM xS E9|
29| tidol 2 & Ut
Akt L= X519 801 oA
of=0f et N =
LAk EEEANS SO (Occupaz‘/'ogla/ e)xposure to
sto ExgIsigalS g,
SEAHBHOIH (Exposure via skin CO/?l‘é.’le‘)
ZHoIZHY BrXI (Photosensitive
rash)
=4 o) ofer HHF ==
ZEAHS|EY| IR 2 (Occupational exposure to | EELH|SIE =52
& He[SEKoA toxic agent) O] 372 oY &0
PIFRIE0| LAY, BIPIFEIE (Nasopharyngeal |  LEiTl fldQ4ag
carcinoma)
IO 20| Cfet 20t
of=0) Lt E9/9) =F 20{(0: LLT <=0/
DAL XRAe =0 FALE (Inadvertent exposure to Lfjet XiA ==
ot=S FED UEot =52 drug) (Occupational
SHICH == I} (Excess tears) | exposure to drug)) ot
822 240 siFot=
Be MEg 4 QiCt
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b oy XS] 8| AletS 1245104

¥

C
[

7?7
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Kb/ 2HIXE
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=320

2t

k=

Kb/ 2HIXE
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—

k=)

/28X
XF/AHIXE =

2t

k=)

0 28 =710Ms 280] 589
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F
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7F?

ol
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L4
ol
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o

o

o

o

HCF

-
—

S0f Meto] ©R7} st 4 Tk 2422| AR/EDE A2 S
sior

pS|

Hg

{0
o

LHr
Klo

=2
[S)

0{2] MedDRA A=
= 0|49 MedDRA %[5612|20]

17F AR @ Af

=2
o

[¢]

jn

= HIX|EX

(Intentional misuse in dosing
frequency)

EX}, 2HIXPE XI2E 20101

=)
—

X S8

=

ar
=EOIILY.

f
10O

F

o

F

.

12FZ O17HAF

O
-

AL

°

(=3
82 X} K AHXE T

2161 L&
g

2162 &

o
—_
LF
O

ol

1)

o]

2
o

P oloFEs o|EHOln HIX|EEOR Af

ALE, ZHH AL, XIEH AL

yu

{01

i
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I 8O{ME Al DAL}

o

HAret MEREl X512 &0 oA
O = MA MX =2 SEAFA
2SIt dHE AT AEjZ0/E e
et CrHSIAE|Z0IES . > -
B (Steroid abuse)
AESIACE

Xt 718 FIoH| 2ot

Orerd TSHE ArSoRACE.

OFE A
ArE (Opioid abuse, -
episodic use)

——
58 215y

o= HE (Drug abuse)
S=F o= HEE 2

EoF AFE2 (Intentional

LLT o/=Xo= Aex &
== &5t AtZ(Intentional
use by incorrect route)=
(PT S/=% A= A =4

, (Intentional product use

use by incorrect route) ssue) OPIEE Ligo| Exp
Chict 2t H=2E XS

2163 &=

S=2 2Lt AHXPE 2R ZO0E &9 K= 22 SHe= ofF =85t

ddt 80|0, o4E AMES SHGHLE BHE = A= SHO| giEE Kot 552

=2 RYE X oEHo 7|6 |E ot FH S2H0| SUEV|E SHH 2FF9

HEH, S, ANE 20E FRotiA} ot 2 ME0| g +~ Ut

HEtE Z[5H9] 80

701 S[Z (Dependence on

SEXf7F 22 [IRRI0| 2fESHA| EIUCY. .
cocaine)
S A 20 ©Y| loH =0 tfet &= (Drug addiction)
Tojxoz A ORNIES Mo SJEXOZ MTEH F2ZE S8 S
SEL|QUCT (Intentional use by incorrect route)
216.4 2fz RE(RA)
oFE REB(RA)2 L=l SHMO0|L SetMo= oot AFoN YA AtERE Mot
L= AE 2l0[gHt,
AR MEHE X512 80
SFA[JF OFZO[M ofS =M 9 Exo=
= =1 ==l TS 31— . .
OrF RE(; Drug dliversion
r.LI'DH-é-l'?il:l' == Tro (///L/%) ( g )
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I SO{ME Al TajALG

HOARS MEfE E[619] 201
SIXp7F #2129 ekE NUHMZ CHE AREMO|A| ) . )
- e o= = of=F R2E(C#H) (Drug diversion)
J_LFO|'|:|-
= A -
217 Mg SoF ZYxN| ™o}
HEZ SoF Z4aA Mutof 2ot BnE gte AL HMujof siest= 018 MEHSHT}
Yol 20l M EX Yo oot &= W S0{E MEWSHTt MHoH ME 2 =X
o 2071 QUCHH o 80{= MEfgh o~ QUCt
ETARY REEERCE
MES &ot ZrgE Hof
_ . Transmission of an infectious
2= HIZE2ENES A8t 2 ( ‘i duct)
. L N agent via produc
HAZCZIOPHITRAlOfO] Ofst 24t X//; o I//f Product
2 = (Produc
H|Zi2tel0] Z3ict. opheE e e .
N _ o contamination bacterial)
HIZE2FMIS0IAM B, MO BHZFE|RICT. . _
HIZZL|E[Of AmfA[of ZFE
(Burkholderia cepacia infection)
2g-Mof zZtgs
X S He 0| CH 7HH0| (Transfusion-transmitted infectious
2 HSIHRALC. disease)
Cg 7tg (Hepatitis C)

B MBS St AWM HIS YHoPH AZoHN %2 ZL

= i 8% 2 HHE SoF
SHX|ZF Ol= EX1E JIEt Xt2E S FEZS UOOF ot 0| R LLT HEF= &5/
22 Fof S/f(Suspected transmission of an infectious agent via product)&
Metsict
218 I £0f, =4 U 5=
I F0is 2t AY SHY W/Ee s5) O[S 2l0|ef(o]: 2t=ot S2)
g £0{, 5= 3 =40| o] Eng Fd H-Hot S0{E MESHT
AtDZ Qlot Ak B0 80l= HLT 9/%F £F0f @F % ZX/(Product administration

errors and issues)2 S2Z=E0] Qn I 2| i

NEC(Overdoses NEC)Z &2FE|0] Tt = &

L| -I-r_l_

0
4m

0 80j= HLT Z&r £of

= 2 80l HLT 55 2 54

s
0
b
o

(Poisoning and toxicity)2 =5E|0

£Q
fl
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[II. 80| MEH A| TE{AFSH
HIAR FEEELGEY o
O 215 SoliM= 4F F097t
TOJFQIX| 29t0| ofgt Z4oIX| U
= GICh 2ref ZEIF QUL O
AHIAOl LT L pf2F E0
SIXPL 02k SOfSIQICt. | 218 £0f (Overdose) | = FEH S Fof

(Accidental overdose) EE=

LLT o[=% zfgF Z0f

(Intentional overdose) &
ot AE MBS,

HE

OHIL ==
Oixt ofolrt eerel st | e o )
_ " cclaenia OISONIN
HA HZES HE[S0] P g

==

ey 55

(Chemical poisoning)

SAPL oRlEle BEES | 9L 2 £of LLT 2 Sl Arthritis
X|Z2St0X} 1ojXo=2 (Intentional aggravated)= X|g SHO=Z
TSNS Bt SOfoIC overdose) MEHEl S Qlrt,
O] HUE St 2Eoizt
TOIHQIX| AFTOf 2J3t ZiQIX|
of & OIoICt Ofok MHJ| QICtH
ol FAE AT B | o ZTxﬂmlt T omlf,;;r;
8¥S 9A g8t | 7 7 . T e

Oi(Accidental overdose) TE=

LLT S/=% £f5f Z0f(Intentional
overdose) & Eot A4S MEHSICY

2181 Yot Zuep e BEnE afEF B0
W F0{Qt et edat 8 = F0{0| Lot 80| MENSHT
B AR MEHE X517 20
T2t £E0 ver:
*I%*% O|oF= EI.%F E0o{2 QIS5+ HiEt -L/Lo =of (O e (J’OSE’)
2/o/ Zoff (Stomach upset)
2182 AN ZT} Q0| HUE BpEF Eof
o F0 H0jM Y B4 gt FHEez HAE FR, Mz SHE2 4
E0{0] CHot E0{THS MEfSH= AO|Ct CHRte = ApEF E0{0 CHot 802 FIHEHCE
LLT 0/& &gt 2=2(No adverse effect/S MEHE 4~ QIC}
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III.

B A| TE{ARSH
BoAry HEd Jtsth Z5H 801 M= =4
7I2F EQ
Pt orEg JE 29 (Overdose) v
N f5F £07 (Overdose)
EOBIACLt O gAt =  oro
ofoir} Oj&t 8t 2= (No adverse
v effect)
2.19 717 &3 80
2.19.1 & At e BEE 717] 2hE At
77| A AR 2kt 2Pt EEl 3R Jkset VK| RS BI6kE 01S MElSITt
HUARY HEREl £S5 801
it L OJAIS B2 2HXto| MRI=O0 gimf LY Aol B ZFY
ZAHEACE. (Vascular implant infection)
ol APOI%O' Exo OI:II--@.El.J—_; Q_Il_jl_ ' ' .
R o e ol 7/7] E& (Medical device pain)
TSIt
717] & AL

Zap}
2 Metsich,

—

74
o

2UHPE MedDRA 0P} glg 8%, 44 dliddk=s 801

H AR ME=El X517 01
OX|= : -
J|7] 9XtEO =2 ofst AlAlMIA 17| Q&= (Device malfunction)
&4 Bl (Ventricular tachycardia)
Xfof 2&F itz (Dental prosthesis
BHE BE o022 Qo XI§ breakage)
XI& (Tooth pain)
2.19.2 Yo Auf Qo] 2=l J(7| 2hA A
717 2d3 A7 Yot B4t glo] BEE F Mot 80{F MEHSIHTt
HARSH HE=l X517 80
O|=717| mk&

Zofl M x| EoiH

Z)7] of£ (Device breakage)

M= A (Leaking patch)
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F=1F 1 8i9| ofF, 34, /17| ¥ HES1e| HHSS ETICt. 2fAo

LO —

=]
ASRtg 80 Y HTE ofstH Afof BT 80| Atz Mesic

Bt HEI=l X517 20
S HoXHEOE OME|E= HHEM o= 42 XE (Drug interaction)
&g [oH QIXIY LA Bl (Torsade de pointes)
SIXPF SSIHQf 42 EHES of=
= OA] ALS X2 ; ;
Sea] A= 0P =41 &S XE (Food interaction)
N N INR Z7HINR increaseqd)
INR(=H|ZH2H|E)0| S7I0FAC. <
2202 HIXP} 4BXBS THHOZ IS Yk FP
5 HES @ A & UX2F HOXPL ASEE0| SgiCt T IHHEoE AZ6H|
ote B2 BEIE Q5PN Aty|of CHoH 80{TH MEHGHT}
BAR HE=l X517 801
SIXIO|A| B AEEetersS EorsL|
. L 2 (Syncope)
AIERID AABIACE,

SEXtOflA| O|0| SBEX|7} F2fE HEHOIM

1—- O

SIZEISF FE &= ST} (Anticonvulsant
AREIslore Eofsly| A[RKSIRt gtRas | ©°5 7 7T o 2 /e
e drug level increased)
St S7IOII.

221 01 ¥ S U Y 80
O

2.21.1 O] ¥ 913

LLT 0/&+ 9i8t Z2(No adverse effect)2 MZ0| L-EE|QS0E 276t S

UZ0|SEHS/O|MA7 BENEX] Q= B2 AREY = UCh

2R J|20M= 2e] SHO| W2t LLT 04 &8 2=2(No adverse effect)g 7|Zdh=
A ¥ == ACHOl: AL S5, Y Fof o Fof 2F E1NM).

2.21.2 B 0] AR

o SEf 3 Z200| Cet §0i= CHSdt 20| A g o= UL

oA
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lII. OB Al At

o

"¢ (Normal)” SEl 3! Z1of Cist 01 GjAl

& =& (Sinus rhythm)

old
=T

2.22 Ol ¢forx] xel

AT =
L ——

&4 OF7 (Normal baby)

&4 (Normal electrocardiogram)
FX=

24t

(@]
£ OFROJAMIS

OL-oO

H AL}

CHO 2| 2Pt MiEs

IO M= KISl Af

I.
X2 B3 (Unexpected therapeutic effect)2 7|126k= A
HE /OlAH = 07]X]|

g 2% o fot zujel

rt

u
mo rio

rio

A=l B

GI&orxl 28t
E=Ch).

St

-
= T

= LLT
ALC O

AUCHOIH =24k=

ArEoHHA]
Me|7F={0] X2k ZHESHILY.

MEHEN Zote] 80

GI&forA] 2ot X2 22f

(Unexpected therapeutic effect)

25 N& Z7F (Hair growth increased)

X£)E 8o 7|Sdh= A2

2,231 24t &

ZIV} BNEYCRE ME GMS “EL BETBS Me¥sis oo SiXg mt

BEN HHE At 801 MEY == QUCH

Bt ME Jtset Aok 801 Mz ZM
&4 gi= %= (Drug Y

2L FE82= ofs ineffective)

=30 30| AKX 21 g= 9fF (Drug
OfOIT} ineffective)
=& (Headache)
24 8= 9F (Drug Y
N o Ineffective)
2= T oyet=S = olL oi=
N 24 g@h= %= (Drug
SSOIRREE 215 TR0 oF . .
XOH SM=Q| AHZIC}H ineffective)
o = OM—I. -
Nl r12/e) &% &Y HHZ (Deep
vein thrombosis leg)
- 75 -




ot A

Z0f| Chalf F=EotK|

-|[[

I O1MEH A| T2{Ata

=
S aAret MEHE X513 80 oA
O| OflA[OflM =<
S-HIV of2 28313 4P FESILLL
e AFBF (Death) -
O0|= 2EX|7t AFUSIACE ZFEOHK ‘Ea*:'if Atof]
Cot S0{7F MEHGHTY
2233 37t A 9 oE 2t
Bt LIEHE 61 80
IXo| A U= 217t SIFSIULY S/1=l 9fF 21 (Increased drug effect)
SIXe| A 92 g i ZHASIILY. of=Z 2if ZI4 (Drug effect decreased)
SIXtO| A FF 2Pt AAFEUCE ore st 91 (Drug effect prolonged)
2.24 Atz| 2HF

2241 dlig JIHALIER WSl 801 AE

SOC A8 2tZ(Social circumstancesPl| 2=l 20{= ARSI QIS LIEHHD AFs|E gl
S J|IE5|0 Mgt Z0|CH 0] 80 YHIHMOZ QFFO0|MELS/0|MAHIE 7|58
o7|0fl= AehohX| SfX|Or AB EXN HL SOC Afg/ 2tZ(Social circumstances)|
IoEl= 20150| AS0|MHEES/OIEAIE 7|15 &= U= FLsH E0{0|HLt 7HK| =
At HEHE X3 5 UL
HARY MEHE] X[S12] 80
P e = e SHO| 2HERICL | 28 & Aot (Impaired driving ability)
SOC Afg] 2tZ(Social circumstancesPl| L= 20{= CIEME LIEHLHX| Qk=C}.
MedDRAS| 7|Et “XoO{” 7|BtACHESZ(0: SOC 2= L/&HEF ZOf(Gastrointestinal
disorders))2t CtEH|, LEFHOZ ook AEWT} OFL|2t AP 2|0[otCt.
SOC Afg 2tZ(Social circumstancesP| Y= 07t Of2ff =R} Z0| Xt= ZHAH
2M 200 0jE £ e G20 [elstct.
SOC A 2kz(Sodial circumstances)?| 201 SOC “ZHol(Disorders)”2| SAt 201

(‘ARD)

(“AEH")

org7<
2=

==X} (Alcoholic)

oFF=L === (Alcoholism)

_76_



(M)
=

Il EO{ME Al ARG
SOC Af3/ 2rZ(Sodial circurmstances)R| £01 SOC “Zol(Disorders)”2| SAl 201

(“MER”)

ofF HEX (Drug abuser)

ot EE (Drug abuse)

o= Z=Af (Drug addict)

Or=20f L5t Z= (Drug addiction)
7= °0/I/ (Glue sniffer) =L &2/ (Glue sniffing)
=91Xf (Smoker)

L/FEl OF (Nicotine dependence)

orZ/S2xI} 0| Q= “SHf(abuse)” 2017f ORH TS} ZH0| ARRH E= AMEHof| AFRI0|
= JIZACHERO| S8l USS T2t
%ot 01 OiE 20
Of& sl (Child abuse) o .
= - Of& 8H, hil
Of& SIHfIA} (Child abuser) / 7 (Chid abuse)

=91 sttff (Elder abuse)
=91 SHYX} (Elder abuser)

oIl (Elder abuse)

2242 #Hx

e Sl 2Rt B w9

HZE b= oftf ¢ 29 A9 20{(YE/EE 8 2 0] HQl)= SOC At 2
(Social circumstancesPl ZEZECHO: LLT A Z2/(Physical assault)).

71HAHE LIEEHE Z[0RIE0i= MXIE SHARIE LiEi = EE0Qr HZEEL. =Y
A2 mBHXIE LiEH= EE0= YA = .- HmSHXH(Victim of)”= LIEHHLY,

AR

| Iy [

HEEl 2[519] 80]

O|7:|

sixto| 7|22 s}

SYUIXAS LEHACY,

HE XX (Sexual
offender)

JFliAt: LLT &E/EAH Sexual
offender)= SOC Af2
StZ (Social circumstances)2|

PT &% 8ifi(Sexual abuse)l|
OIZAEIC}

Ofs7| = Ljofxf
(Childhood sexual
assault victim)

St OfS =

IoHAHACE.

mlixt: LLT 057 &=
IjeffXf(Childhood sexual

assault victim)= SOC Afg

2rZ(Social circumstances)?]

PT &% st LloixH Victim of
sexual abusel| AAZAE=ICE,
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III. OB Al L&A

225 & 5 A=2lH

HARet MEH=El XS] 201
2t =5 (Gastrointestinal bleed,
TraNss U YEEY 7S e 25 (6 /
Afst EXjl= (Hysterectomy)
2= A SHE=0| = EHf S0IXF (Cigarette smoker)

2 Z08 2t (Coronary artery disease)

226 HE MBS 2ot HES

H3S2 QS HEH, HEHS| oY, CHN| XK=, Al=(0: OFF f5) X S0 22
flE T 802 HIE £ QCt SOC & ZAfnvestigations)= ZE2ot 7o BE
MedDRA 7[ZALHER 0= H35S 715 Q

ob7| ?loll HEHE 4 QUL
Al 72 HSE F0{0 ohigh XLl 2

ol 27 =S 7KK U 4 ACHOl: A T
o HZE =20 U= HSS).

2.26.1 O|&Hx AMEj

AR MEf=E X[61?]| 20
e
prarpe—— g2t (Hypertension
SF1SI0kA (Hyp )
et afsteH 282t (Breast cancer)
L= 47| SH2E ot S80I 22| &4 (Cold symptomns)

X2 Z2281H J1E X0 202 MEHSICT

| iy ) N

HaARd

MEHE Z[5HP 80
SIX[7} SISHK| 22 HIOfTT

Sfet 2F (Chemotherapy)
YL L5 (Antibiotic therapy)

4= CAM

AP NS F0| UL

S SN MEff QIX| RSk X2 ZURIX| YK Qs & QUoLf, o=
40| EE 809t 2 0|5 Meigh -~ QICY,
ARy MEE X[6H 201 oA
eI AEat4 SH0| MsdA E= HAS
(Weight loss) St X =2Q01X| =2
0101017 b9y otz SH0| HAAK| Ili E=
(Immunosuppression) REQIX| E2Hst
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lII. OB Al At

2.26.2 =gt HSE
UE MBS0 A Che ®E FE)oll Chict 801 MEAR Aol U2t S&fe &~ UM
FEE AT LIEHHZ| Bl SH-f O]&2| X[GI/IE0E MEiE 4~ Ut
BAret MEREl £[SIR] 801 oA
AHSe 4 K= 44 (Aggression) HEZe 7|xo| XHHZ,
N ary & g T o
== X|ZfHIEo] ory o XSofltlE e d28Ms
nET X2 (Chronic iron x| ZOIX| QiEet B
overload) | mm/mu(E2s, B R 1
SHYMB)E2 THEC. s 7|
F=2| QAR 2t LLT
AT st =4 S af/gf' RS (Autism), LLT &54
ZAPEOHSIT Ot (A l‘/?é/’OZ‘/?/’O/??.DOSIS XIZ8f B8 (Thalassaemia
prophylaxis) major) = LLT A2
Z4(Myocardial infarction)Z
L2 MEdSE £~ QI
2263 QIR EXAL EE 7/ BE XSS
YD} PHAE RTX EXX EE J[dE LEE 8832 8%, BYi RTXt EX|Xt
= 718 250 tet 80{F 25 MEAGIHTL

F

0

HOARS HEiE X519 80

0

H-2AEE met (Non-small cell lung cancer)

K-ras SQHO0[7} U= H|AGM|ZH S .
=t M ° = | K—as SFXF Z01810] (K~ras gene mutation)

2.26.4 Of2f(Prevention 5! Prophylaxis)

o2t (prevention = prophylaxis)dl CHet M830| E10E O, XXl MedDRA
20{7t UCIH 0| MEHSICHELD: MedDRAOIA “prevention”2} “prophylaxis’=
S2|0{0|C}).

ERNE EEENCES
249 o2t (Prophylaxis of arrhythmia) |  2&% )2 (Arrhythmia prophylaxis)
HEE offt (Prevention of migraine) HEE gj4f(Migraine prophylaxis)
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“Ol2t (prevention EE= prophylaxis)’S Zefot MedDRA &0{7t QICHH Mo M2
= A 2

UEHHO1 Of|ft (prevention/prophylaxis) 2012+ MEHO|| CHiet 80 BR& MESH= A
H

O[Ct CHRt2Z HEfOf et 801 == ooy 2ot S0{Tt H=o= ey +~ QIO

BOAR | MH Jkse AR 80 | M M oA
HF 7 HF ; :
=M ot a4t (Prevention) N OJE} (prevention/prophylaxis)
) 7t =& (Hepatotoxicity) et 2 MEHS LIERHCE,
(Prevention 7f 24 (Hepatotoxicity) e NS LIEFACE
of Ol tion/prophylaxis)
. ” , At (prevention/prophylaxis
hepatotoxicity) A& (Prevention) JHES LIERHC}

2265 HS3 = Mz 5 T
=

HZ0[ T HAF L= Al

HARY MEE X519 80
O R E Ot 2= (Induction of anaesthesia)
SEUEBYE =G| g2t X4 (Angiogram)
2h R APEE 2G| 2 Zalf XL (Coronary angiogram)

.
proceduresP| ULt MZ2| MSS0| EF E= M| ¥ siidot=s 42 71y 288

E0{5 HEHRICY.

23 5N Q0| TSt 80{= SOC /& U LfZIE Al=(Surgical and medical

HIARY MENEl 2319 20]

ore = L&) LF (Androgen
replacement therapy)

AFH HIED 5& HIEFAI EZ= (Vitamin supplementation)

BIAEAHZ CHY 2

o
S Hefo| oELIl, LLT 2F7A/X &2 HES0 o= A/&(Drug use for

BaAret MERE X512 20
2HX|X| 2 HSS= PPl ofALElS X 2 HES Y= ArE
2 25IULT. (Drug use for unknown indication)




I O1MEH A| T2{Ata

2.27 517t Afet 2 AtE
“OPF A @ g0l M2 QRTSID} QEXOR MB SitARY JIMEN ok
ofry SxS 9ol MBS AMoH= ATt BRA0| UCH BPF AR 9 ABOE 7|2

U2 I/M0| M2k oS 4 ACt= TS Ie{0H0{0F DIt

"'"” T 1

B2, HE o722 57t

O

2.27.1 6171 AR Q| AFEO0| MEF5e=2 HIuE

m
fjo

T} OfSE MEN/MSFO| “SI7F MY 9 ARSI} B BDECH, M3 ML oty
MEI/HSE U o7F AR @ AIBS B& Meohs HO|Ch CHOIOR ofBtY AEf/

(@] E !
Mo=n0i2 CHEOZ MEHSH & QICt “Gi7F AR Q7 AFRO0| QUSH XHO| Z4Q0|0t
/

=
At 9| AFE(Off label use)s MEHDICY

AR MEH 7S¢t 519 80 = M
OV F AfSt Of A2
Zeer: ot Ape oz | TS S (O abel use) y
Aest g2t (Hypertension)
eH g8} (Hypertension)
HUAfSH MEHE 51 80
G722 AtESIS o17f Atgt 2 AtE (Off label use)
N REEERCES ol
LLT &2/& o/5f== ofsoly
£07(Adult product
administration to child (PT
FXZor o1Zlo] BIXfol =
£01(Drug administered to
N L patient of inappropriate
817} AfEt 2| ALE (Off i ey o o
= ofx 699), HLT oot Fof 2F &
6X| Ol0] X|2E I8 label use) ST Product administrati
Mol x|Zors oI ojorES opEo) =X(Produc 'a ministration
splolz At 20! (Adult et errors and issues))= EX
O
° A o | FES A ol uisof
administered to chi a5k 271x0l U2 HTBICH
0| 80l= O X|=2= Pt AR
Q| AFZ0| OfL|Ct; {7t At
9| g, 28, £ 28 5
o ot SEE ZAGH| ¢
ot 1 2| 80i= & AtE
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I 8O{ME Al DAL}

o

EIAR SEEl #519] 80] o7
2 4+ U= AE A2 B

—

2.27.2 7t ARt Q| AFO| OFZ0IMHS/OIXAICH B BIEUS [
OfSHE| MEN/HS BN TSt 57t A 9 S Al FSORHFS/OPARID} LAt 29

o,

MZ ZMS FZOIMEIS/OLAROl TSt Sojet B o7t Mg o Mg Soiet

olstx MEH/HSZO siTots S0IS Meohs ZOICh CHOrO2 ofstx MEf/

MSB0| sigots S0iot OFBOIARHS/O| A0 THE S0IS Mey & QIct.
BTARY He Jpsst 2512l 2of Nz g4

317} AfSF 9] AF2 (Off label use)
m 782t (Pulmonary

SR HEuTHYe P hypertension) v
57122 AES Fo{UUD LZZ (Stroke)
HESS HUCEH o 782t (Pulmonary
hypertension)

== (Stroke)

HE BY SX= B OFHO| FHS OIY 4+ YD 02 QMK 20| Sesi
TS BY SHS OAR EE NE BN SUEHY AAY 222 208 4 o
ME BN BHs NMEO| MERMMY, T, o8, A3 EE B A wNT 4 g
O[O HORITL QW4 HIPE UIALE S 4+ UL ofF BRE 80| Meo| 22
St 4 QUt,

= oy
80| MEbZ P8l SOC MEF ZA4(Product issues) OF P E HLGT H&F FZ, &5,
7& AT X FE EE) AAE Z2X(Product quality, supply, distribution,
manufacturing and quality system issues)l A=oHXOF ot SiE MNP EE0] Ofef
o= &8 HMEel 22 X0 thet 07t TtEat #0| 2F/E 0 UTHHLT 2/ZF A=
H& Z5(Product packaging issues), HLT 2ZIZ XES =Z=2/& ZA/(Product
physical issues), HLT XX A& L FH ZX/(Manufacturing facilities and
equipment issues), HLT £/X, HZX J/Z Ofof AZF(Counterfeit falsified and
substandard products) §). 801 MEIZ ot ZXRlEl FE B2 MedDRA ASHER
BE HEot Z[BIP80= S6iLiZk= Z0|Ct.
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I O|ME A| D2fAtat

o

2281 Y Aot 2 EoE ME FE =X

HE 22 2PH e ZUE oplet B2, Mg 22 24 3 &g Z00f| tict 015 HEtiolct,

B SEEEUDE ofz
T= LA 04
A o1zl ofol ofaset e B4 015

Product odour abnormal, -
Bt WDt L ofxletgict, | (070 GO 2nomal
L4/ (Nauseous,
Hele qE2 Hale

SQferZ2 L2 HaleEZ HECZ Litor= 24

HHAOL &= < ] W2t (Product substitution fssue -
I_I'El-
A

. brand to brand)
o/ HiA (Smelly breath)

2H[Xk= F0leh X|9F =0
0| IEAHECH=E HE /I XF (Product
QUX[SIAUCE. oOfof| Chet HIE counterfeit)
ZEHS RALZ g X[
FI= HFZQ! Ao SNt

|
SIXP ZEtst AMAlo| = X (Nasal burning)

o k= (Stinging mouth)

FUIAS N8R = | Y HE AE (Product | o o) exy
OfQ sHa42|0 W HICHD appearance clouady) H= st 2x=
HTSHACE. MIZEADE EAFSH TES Ex= YA dE 90| 2Ao|
Z0} FH|oH SHO)| A (Product impurities found) OIT',:T E'_o:_,t;; =
2£20| YAEUD Of= A= &l =4 was 4 ot
Mz F| Zg 220 (Manufacturing equipment |~ =
202 HEEQUCt issue)

HA
pbets HE 2 X2l EdS ofefck= A0| S0IL.

k] HEIEl 2519 20
JZ O X0 LAf
A QEXMI MEQ| ZXHO| AUTHE & Fo & £4
- p (Product sterile packaging
(A &)
disrupted)
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I 8O{ME Al DAL}

2283 HE BE =Mt £ @7 HE
HE 22 22Xt Fof LRE F&ol= A0| 20} HE &2 X MS2l A=/
2, BY, 28, AF ES BI A WA & Qb 0)yoE Hositt oy It
NS =k g=E == Ut
SoF QL ZMEBIL, BX} EE AHIKIO| OJOFE SX| 0| BHTE oloE A
L= 2Ht Osi2 O|ofX[AHL OF7|E == U= ol Jtseh A= Felettt.
Akt HIEE 259 801 oA
- 25 5 Z2E 42
CEAIII U2 A =y
. St =20 ZAF (Wrong
ZHBIYOL HE o2
o label placed on Fof =
B M= 2rds dication duri
[P me /.Ca /0/7' uring
dispensing)
OFl X2J0| JUAKMZAFIZ
— O T ooz = —
27“:'. 0||:| qu_” X‘“ /17/1_:_"_i E/Ll%ﬂa/ I/-E /I//EO//
= - —
= S+ (Product label on HE S A

il ZE HXiE| 742

T = A=

2IX[SIRACE.

wrong product)

ot FX719f =t
Z=0| o2 XS
NEZ2Z FO{oIRIL.

o2 A O-/l—
2= T

(Product dropper

Hx7| &

calibration unreadable)
PEX 4L S0/

(Accidental underdose)

oRY. A S0} 5o
oF Weioz B

of HEQ LLT 2

A =07 (Accidental
underdose)= MEH
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V. 048] A5

MedDRA EO0{Els S17| 0| 2nE FE271 Offet 22 LHEQIX| TA 1Defsfof o
Ct.

- NI MEH: P, F3S EE SYO| OfEIR
- T35

- HAH ZOTR

- A4

- Alz7I?

- £oF 220177

A0
ro
3
)

MedDRA Z0{MEH A| SfeFA (top-down)z} A2kl (bottom-up) TZHES BE5 ARE
Ot0] EXPIF NIEC| AME/E0N = LEMCIY MzE BE oitM JjdsS Jehot
THol/20{2 ME4S0{0F ottt ot O FHefot MedDRA 07} UZ0= =+56tr 2 o
ZISI7{LE & H|K0I 0|2 MElSH= Q22 HSiM= OF =IOt

MedDRA ZM Al MedDRAS| EHEE 125t S2[0{E =QletCt. OE =01,
“kidney(2E)"= “renal(dZE)"I} SO|0{0|22 “kidney’Z M A| ZIPJ} LIEREX]|

U2 Ml “renal’2 '§6r01 MG (% 2019.09 Xl =X|Q|20{ ot=0{Z2 F2|0]
AMS X|JSHK| etz AR S20E 28)

HED 019 0I6H% Q610 FIHXNQI X2 E &S A2 AHTGHH Hekstn ety e
MedDRA £0{MEH Ol HMS 2|8 MedDRA HEtRX L= MedDRA H{HQHLHA

—

d -I 4
o 2EE9Q1 MedDRA 7HE M (Concept Descriptions)2 &0} MedDRA 7HE A
B2 MedDRAOIM Cfstd JHHS| oM, AL 3! R0 2ot 2F0|0] Folof SHFBH
(i

I-|:_|-

O_l_
Lo
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11 L2 _9_0-|Jk EH

1
—
(PT)C. ERet BF ZefH0| X olds HSoto] OpE J1IXt ofUE.

rf

>

AR 1 A 2N MU SOt RS eIt

?} LLT &2 37} (Erythrocytes increased)
— PT X2 =~ ZJ} (Red blood cell count increased)

Al 2 MBSOl =& Aoz QIS

?} LLT € &/Z (Product counterfeit)
I PT &/X XZ (Product counterfeit)

>
ot
ok
Ral

Ir
=2
[Iha
O
e
r 18
o
N
$0
£Q
a

Akl 3 Al

@ H1 LES g=o| gHo| fiilk= 7hstt 7h S AIKel 801 HERIT.

P
¢ Sojoj 25 A8
YER FE I RA

< 3ok 3 PT/LLT 2A|

contains

2 24 915 5121

24715 7127]

=D
S
EETERER 4 2k 1
a4 Ek18 22 \Aw A LLT (1)
(4% 3% LT (18) PyrETn
ZM A ur 7|2 0|2 § 8of YMHPE
Az
J|2 A2 E R0 AN
ur 12 A0i2 & 80f YHHL v — LLT - #/19] 80i(Lowest Level Term)
" Post procedural consii jpation
LLT - Z[3t%| 201(Lowest Level Term)
10068620 A% % Ws| Y
[MedDRA .EMedDRA 80{AH8 0 %] SMQ 2= SMQ 05 Hel NEUFZ QAT HEAE 8 U
10010774 | Y 200001401 50| & /A2 B4 U X2 AlS(SMQ)EH ZM=E A 0 111 11.1
s kil
20000140B| 50| AL 54 I X2 AS(SMQ)MH Z4EH A 0 101 10.1 LLT MedDRAO|I A LX|oHe e LLT SMQOIA YX|3t= 25

& NiE
B Al

LLT MedDRACIA YX[dte 25 LLT SMQUiIA LA|3ts 25

-8 T3t 0 NEC| N 28 Xt Zoj NEC]
A 2 7|5 f Heh(sm 25 Hst B
Mf‘é < |5 Boh Fef(sma) et A

wa 8| 5018 HEE B % KR Al2(SMQ)
W d| B0 AT BF X 715 PO BEH(SMQ)

—_

?’/ LLT A/= & BiH/(Post procedural constipation)
= PT A/Z & HiH/(Post procedural constipation)
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ojp
e
rx
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rf
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HHIS Zgloh 2EXtof 2e 801 M A] "HH"Z HMSIOE B0 AfetS BHY5H=
8015 WEY o QUCH SHX[TH 2HXp= J|E0| HH|ZF JAUE A0 OfL2t Al
SOl BHI7E M2 AFSYS Doljof ottt RLER StHM ZO| "Als"s Ft

—_

YUSI0] IHHAMSE ZLf, "AlE"Rt "HHVF ZEetEl LT A/z £ HiH/(Post

procedural constipation)?t MA|E[0] s E0{E MEHDIC},

Akl 4 2= R0l ool ZE|l=| 2hS0] LIEFGTL,

—

AN HESE ABI9IZ012 MEs}| Qfis S0140| E2 80ig oIt

_\@'_ o=
(2= Eel 1.4%)

vezot

zala 715 21971

i PT/LLT #4]

24 715 X127)

A
MEES X] 2] .
5 24 2k 268 = 202
\ A% 32 LLT (268) HE HE: LT (2)
e 29 2
=i m 71 elolz & 20f AHHE

7|2 Qlof2 § 80 YHPR
LLT - %[5t9| 0f(Lowest Level Term)

LLT - Z|3t% 80i(Lowest Level Term)

[MedDRA F= MedDRA -EO| MSUH‘—
10001720 4|0 Chgt g2=7| Y

20000214 214(SMQ)
71 || 200000242 £F(SMQ)
200002255 A7 57} 3 HA B4k S¢t oF

200000242
200002252 43

MQ) =
2 HA B4 S AF 92 BER(SMQ)E

LLT MedDRAOIA 2|3

25| LT SMQUIM YX|3te 25
o [ o 2

PT or2 7/0//«7' (Drug hypersen.s‘/'z‘/v/zj/)

SRl Y|=7| S 2 RIRks 11245101 ZMiSiTt 2% olfHut 20| "dej=7| B3
gMistoiE B LHE0| BH¥L|= M AU MIAECE SEX|ZE 2HXb= ol of
CHsl Ye|27] g2t380| Hoiten B0 LHES| E0|d4E LiEe "&HM"E FIt
G0 THAMICH REX oM ZH0| ZAl AuojM “"H|"et "HE=T| HES70]
ZotEl LLT grimlo) cfet 2222 BEE(Allergic reaction to antibiotics)Z
MENSIO O Fetot HEn WES =Y &+ UCL

Al 5 2Xiel of== HUE A== CiMet £ X=0fl chieh 19| 2hs0| HERE

[ B HPIRIBOIS wee| At Solol 52 BoiE ot
(R el 14%)
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#30 v #30f v |H42 K2 92 gt
v £ol0 22 AT * sag se s
g R IS RA £ |5 24

AZOt 7 PT/LLT BA|

EEEERTER

<IEZot 87 PT/LLT 24|

24 712 1127

EEPEETH sz xj27]
324 21 CHERId = 2M 21 =
(% 2 1T (1) (% 2 1T (1)
EEER] A4 Zat
ur 7|2 Q0f2 & 80 YAHE ur 7|2 A2 E o] YHHE

ur LLT 5
?D .1 LLT - 2/8t9| £0f(Lowest Level Term) QDL a0 LLT - %[3t2] 80f(Lowest Level Term)

Bw O ol s -0

ic response chan £ 5ol0 24 200

B o3 -0 [MedDRA 3£ MedDRA 80{ AH8 01| ED AN ZM Fe 1

0 sl 29 23t 0 [10074941 %= st etef ¥ B 10063752 H42 GHZ Heie Kz we Y

£ 24 Za Eg 0 Generic substution aliered

therapeutic response Q =
2000003285 5/5 1 ;:(SMQ) M EEEBA 0 171 171

LLT MedDRACIM YA[SHE BF  |LLT SMQUIA YA|sts &=

Jo

LLT SMQUIM Yx(et= o

J-ur X2 ¢ Hst =w HU2 (N2 et A2 we|
3 E-PT X8 %mir

QBT 2F(SMQ)

(s
o F0 29 g

PT X/£ BIS FiI3} (Therapeutic response changed)

HE 2 dEi= K=o thet Bh80| HEH_N 0|F E1s6h| 26l "Xz gHs
ez k<)

— — (@)
HOP R ZASICH O 2T Q1% 3T 20| BT LIRS BIYE & U= [T 42
Bt HiZf(Therapeutic response changedPt AitZ2 XMA|=ICt SEX|TH =2EXte
X|=20f et #kS0] 2kt #Ql2 MUE == ChA[BIRAY| WHE0IH 21 LHEe

-1 =2 T
2ol MU X2 BRSO ZekEl LLT AL A2 H

(Generic substitution altered therapeutic response)s MEHGIO| O
57 Lige Y 4 ok

P ! LLT #li2/ E/ﬂ 1= Hief=l A= BES (Generic substitution altered therapeutic response)

S04 LIEHE “HIL2"S 27t Yiolol THZMEITL 925 sinfar 20| 2
/

! X2 BFE
X

Al 6 EHOIEE X| 2 = ObY[= ZO[gt &HO| WLk,

@ eS| Yk[SH= 207} QIS I, SOJ012 2si0] iy HES AXo=z
V& ole g0i2 MEiSICE
(B 1&9 1.48)

LEf

% 2019.09 XY 5#—.-_- 2|0 HMo| EIRtER PR S20f Vg E&
fﬂv EETI PR

v Sol0| 22 AR ‘uE TE 7S 2

< AFoL # PT/LLT EA|
244 715 x127]

98 7878 2|
e g pLLT B4

EFEERTY B EEE

s K 27]
= 24 23k 507
CECY] N A% He: LLT (507)
REFEEEE] by
EELELD ur) 712 doj2 § 80 YMEE
HM A )
it Q‘L::Tgx\,o LLT - Z|5t9| £01(Lowest Level Term)
e0 9 %1

71 41
%71 2 2471 96
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= LLT Aot & (Fever neonatal)
I PT AMOF & (Fever neonatal)

‘I 0PI ZMEt

o
- OT '—
ER0l= =2 320 S

215 ofHt 20| A ZIPt LIEHLEX] Q4=

LS1—

Ct. s
£ g8610{ “0}7|(baby)”2t “AOHnewborn)”7t &2 QOIS
HHERSED “rat “AMAOF(newborn)”2 MGt QEX SlHIE ZH0| 0% Y

L— EI
AN “Qrap “AMAOP I ZSHEl LT AIMOF Z(Fever neonatal)Ol M|A|E|TH
o

A 7 #XEe £5

» LLT =& (Headache)
" PT =& (Headache)

LLT 0/X/2{£ (Dizziness)
PT 0/X/2{2 (Dizziness)

LLT 242 (Vertigo)
PT 272 (Vertigo)

Al 8 724 HE2 210] dant 2EE HOHPL UCL St S FH2| LHESO|

O| 2=t

% LLT 210/ AAZ (Aphasia)
PT 210/ 445 (Aphasia)
LLT 2= E/0fH] (Right hemiplegia)
PT EBHifH] (Hemiplegia)

LLT Z&/FY &£/Z5 (Middle cerebral artery stroke)

PT L/&2F AF (Cerebrovascular accident)

Al 9 SO0OHE|A ZHEY XZE 26
i d

CHSWEHEHASO| L. 20 /U

4 =
QUQUCH XK CHSY Haf Xjgsg woro

[

HEO| S

ojsry| 0202 LYY U
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» LLT FOE[A 2EZ (Rheumatoid arthritis)
PT Z0/E[A EZHEZ (Rheumatoid arthritis)
LLT LfZ96Et 24X (Aortic valve stenosis)
PT LfZLlzt giZF (Aortic valve stenosis)

LLT L#E'Sf (Colon cancer)
PT LHE'SF (Colon cancer)

LLT EHf S2IxF (Cigarette smoker)

PT St AtEAf (Tobacco user)

LLT LfZ% EZ5f X2 (Aortic valve replacement)
PT LfE% B3t X/2F (Aortic valve replacement)

e EDE DE Mo st 802 MEiSE| HEE ZIKSHK| QH=Ct mei 2aE
'@‘ QIMR MEN(MS/ZA) e ZAL A1t HEE JHo2 XICHS LH2|X] %1 HnE
0|2 MefsiC (1 N1EQ| 1.10%)
LLT EEEL Z7F (Troponin increased)

L Z7F (Troponin increased)

_U
_|
Im
My

LLTCPK-MB Z7F (CPK-MB increased)
PT &% F2jofEl CIA 2N S4 MB 37t (Blood creatine phosphokinase MB

increased)

E2TUL CPK-MBE A% EXIXIZ M2ZM 24 Al 24P 572 4 Qs
ZA0[C ZAL ZTQl ERSELT CPK-MB B7101 Tt 22| Aoteigois M
oM 0|2 AT FM TIEHS ABIPIB0IR MeEishs e BT
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A 1

(Overdose)
=F £0{ (Deliberate overdose)
1 NOS (Overdose NOS)

[
,@x

(2

AREOILt =2

A = AHXY| 9
L2 O|0jX|HLt OF7 |

=

2 || &k

O/& af2F =07 (Deliberate overdose)

Akl 2

o
o 3y

24| Olol= <¢i5| xHtlef oL Ct.

%l (Accidental ingestion)

Itk E0{ (Accidental overdose)
2] o2k=0|| Ll 2™ L= (Accidental exposure to product by child)
orz

= 8% (Accidental drug intake by child)

O]

d

[=) LLT 20rey

PEZ ofF &# (Accidental drug intake by child)

At 3

(Wrong route of administration)
ol /= 501 (Drug administered via inappropriate route)

22 (Medication error)
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O 7|Ef 22 Eofot 28 FAF MM (Intramuscular formulation administered

—

by other route)

(SO 2RO et DL Yy ol oiet B8 Ry EE OlERE + 9
£OF OR0| Lt BTOM SHEH U4 AT} 90| 7EE FR0ls BnE £
20| Tiet MY TR XS BOIS Megic

LLT J/Ef F=E= £oiat 22 FAF A& (Intramuscular  formulation

q

I.';

administered by other route)

Akl 4 =Y 2fEo| Fof FHO| E70t =E{E0] AWV W20 eXt= A=S 12
1217t ol 12 222 =80t U FOoHA ERULT.

el

2 2X| (Product label issue)

O XN

O XMZ 2 %2 (Product label missing)

O M2 2P 282 =2t (Product label missing text)

O &%= 22F £E0{ (Wrong dose administered)

01 12| 8F2 O X3 58 (Once daily dose taken more frequently)
O EXEot of= £0{ €A (Inappropriate schedule of drug administration)
O YA 012k E0{ (Accidental overdose)

@ HTE DE MEE LERY| Q610 7|7] 2 2N, HE ZX ME 26, 5F oF
2UF 3 HSB0| Ot &S B0{E Mepic

m

EHOICY,

#30] v contains v AND ¥ a8 %130" contains v |[7rE £67 AND ¥ 4 Azd By

v £0l0] 25 A2 contains Kl contains v

‘98 3 7= 24 sz REFEEE

AZet B PT/LLT EA| 2t FEEEE ETEEETE HENE S X9
X 24 712 5197|212 ] 712 24 A=Al

ISR

ErEEETH B EERT
24 1= K2 22] a2 2u] 3 B E B B T D<]< 1> 1> Ju=ao)]
e 5 24 25 = 2 2k 27
3 a4 a2 A% W8 LLT (27)

F : A% e LLT (2)
ity a -
M FE: LLT (19) A 2 B-ur O OFE 2 RO HY 7|2 202 & 8of AP
50 AN ZNEE - 19 3 o 7|2 0|2 © 20| AHHE L Multiple dr fdo;e prescribed
@-ur 7]70f 3t 2 83 2t 7|2 002 B 80| AN i e
Drug dose omission by device I ol 8 8o YHF QLLT
@

ew AR L3 N #
Carton label missing LLT - %I3t9| 20f(Lowest Level Te s:;:;wansemnmum

s ee oy B 12 13838 S 117 48 MedDRA 201 420}

Drug dose omission Once daly dose takenless | 10064321 19 13| 828 G NZ 22 Y

Bew 8% £ MedDRA ZE  MedDRA 20  AHR0j4| frequently .
Missed dose S 2w 2o o
wolH 8 La 10069286 RIZ 2pe 22 £2 Y SMQIC SMQOIE 9l AEEEZRE
0

LLT - %/3t9| 80f(Lowest Level Term)
e ssean=se | LLT - 2I%tel 20i(Lowest Level Term)

MedDRA = MedDRA 20| AL20}%
dose 10000381 29Xt £0f Y

Ay &0
jental overdose
£0

dose
Y F AR AT RO
dose during ongoing

ZAEE A

Intentional dose omission
w e 82 3t

missed dose
B BR0 8 L2t
Missed dose in error
w HE e
Product label missing
- WI% 2EEE 5
[Product label missing text 8’
Bew HE2HE gE S B 5z en 5 Ef2JoiE A8 25 % 2 w Gi(RIEH)
Product label strength missing 455 edes Accidental overdose (therapeutic

=) LLT %)= 2/ 22 =2 (Product label missing text)

= LT 1g 18] 82+2 O = 28 (Once daily dose taken more frequently)

fEHZLH
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LLT L8/& 2f5F £0f (Accidental overdose)

R

OB MK HECH SOLS LIER 4 U TIOIS Meistol

=

£ B
st 20| Q2|

ot [0

2
(|

) XS SXS ET6| Pl T 20| “SoF He B0t L2 EICH: LiZo|
ol SOIMS LIERS 4 Qe “F'g ZAMPICH “w2's Tyt 74 2w

OlM LL X&E 28 =2/ (Product label missing)SLt T XiMgt &2tS LIEFH =+
U= LLT FE 212 22 =2 Product label missing text)s MEHSITT

2) £ e 2ot LATORM BXQ| B8 NUS HUGP| o) ‘FBS 12
127} Ot 1 2812 ='sh LIS Tl SO[8S LIERE 4 Q= 12 128
ABICE 12 13"7F R 244 Aol 12SCt 20| =BoH7| 2o LLT 72

@w
o
Ral
d
4n
d

A Helez Qs g Fojoh & 7= 21|

fo @AM ZaofM "IiEF F0(overdose)™7t EetE At 4f SOM
= O =opi LIEtE & A= 80|15 1224010 {8 ottt 2iXp AA2
QIX[GHK Xot et Ardez e Fofopd| EV| WZol LLT & Fof

(overdose) BL} LLT L2/% If2F Z0i(Accidental overdose)= MEHSICE

A 5

10
19
o
rlo
rio
e
HL
H
il
-
Yal
kl
il
>
_);
ro
=2
Res
L
m
:Q
a

> ox
o] JL
~ O
=
M0

OO0 0O
4m 2 4r
19
o
:Iﬂlm

(I
>0
o —
o 1L I
I?ﬁJ?d
- o -
—~ O
5 -
o HI
o
D
T =
o 3
o o

(@)
=RRS
o B
8 a
= 9
5 &
m ®
§9h
~ C

>

C

wn

D

o

©

o

o

C

a

>
i
T
i
ro
\
i
40
tllH'
rlo
X6)
In
fiv)
(@)
o
C
a
%
(@)
o
Q
D
@
3
o
3
NO)
D
9
[
@
a
(@)
2.
Q
=

BaFEl 2= FEE UELRT] 2610 77| 2 =X, Mg S2 2 24, £ 2F,

HH, AleldgE, A dAF 3 MSS0l et XHEet 015 HEisit.

o y —lo==, Oo 0O - —1L—
(2= Eel 1.103)

» LLT XMZF 22 227f 47 =2 2F (Product storage error temperature too

high)
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V. 8048 A5
At 6 Al A SHO0| ZHAERUCE
O 2 (Infertility)
O S MA 53 24 (Fertility decreased male)
O G4 2 (Infertility male)
O HA 53 A (Fertility decreased)
@ BnE 2= ZEO| it 20{E MEiStE|, HEE FII6HK| =Lt M2t E0E
USH HEN(H2/EY) E= dAF 2o EE J[Ete=E ZIEkE 2K ¢t EnE
0§ MEiotCt. (2HA: 1I1IF2] 1.108)

.(_.{’l

=) LLT 54 44 &2 24 (Fertility decreased male)

Al 7 712

LHAIE EAF Z20|M SIZRFA QAZRAKGE 2

A O]
E T —
A O]
[

O Als = 24 (Post procedural infection)
O 7|8HX] LHA|Z ZAF 04 (Bronchoscopy abnormal)

SZFAUXE 24 (Haemophilus influenzae infection)
Z20IXt AIY 24 (Haemophilus influenzae test positive)

2|, BEE IO =Ch ek
RS 7Uez FHS WX §

18 -P-*a 71= -‘?—AI
LTS} #A PT/LLT 24|

214 715 x| 27|

ool 25 A
YEg FE 7= 24
LEZQ} BT PT/LLT EA|

244 715 X127]

= 24 21k 36 HEEs 297
e =
|n1|a=r e LLT (36) 5 ::ﬂfqla
SOCE ZMofM HgHeuch 1

D

ur

w g ag
Ghronic Haemophilus infuenzae
infection

7] 9 Fa7| Sy
i 2 S0 =9l e

B3 9 FF Fof

ISFAXI DNAAIE &

A
Haemophilus influenzae DNA test
positve

5w HOEEA PERUKDNAAIE &
A

10070120 &2

hilus influenzae DNA test
e
=2 QIFFAUAL AIE S

=) LLT &/2g=
=

o3

|EE|

[SA OIS 20X} A2 SFY (Haemophilus influenzae test positive)

L =T




FMISHCE, ofiE FR0|l= 7|2K| HAE ZAE 8ol e A =l AS & =+
ULB = SOC 2 ZAfInvestigations)s G0 J[ZHAUER L HMS &
oh = QUCE EE M A Ao SIEEFA QIEFAX 20l OB =
CIRXEE ZE of= E0EX] Q7| =0 LLT SfZZEEA 2IEF2IXf Zfg
(Heamophilus influenzae infection)O| OF:l LLT GfZEZEA CISZ2UXf A/2]

St&(Haemophilus influenzae test positive)S MEHSH= 740 XEBILCL,

Al 8 MIZ} QUCH.

] Al

STE ARQ| BEES HHS HIYoHs FOIRIBOIS NEBILE (R 1T 24%)

— O = OVl L— —

LLT &7f 9 AfF (Unevaluable event)

“MI"Zb LLT &2 F*(myocardial infarction), LLT Z28 J/5 2X(Mitral
insufficiency), LLT &ZF} &/ (Mesenteric ischaemia) S OH 0|1 LIEHLH=X|

L OF A
Bl ystezs & + it

et HHE ¥ 4 ¢
o mUE Ao BRUN M2S wss AOIFIS0IE MuEth (@ 1EQ
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2 4x4)

» LLT ZUf Z7F At (Unevaluable event)

TAE|= 20| 2bXpof| Ciet ZQIX| X0 CHet AQIX| & =+ QICt. 0l ZOl
A7 ENEIXEE Hort &~ gl= B0 CisHMe=E LLT &9 Z7F Al
(Unevaluable event) 2012 MEHSICY

-T

AR 10 b FEOHK| ph2 sty SEets HUSACE.

[ O|AF At (Adverse event)

O "It =7F At (Unevaluable event)
O mWIt 27} U2 (Unevaluable reaction)
0 2829t X0 (lll-defined disorder)

o
oAl S50 EFE FHOf EH6H)\1'F_ %01E *1E”°H1f %2@ gEE = + 8l
CHH E0E A9 328t d4S tddk=s Z[BIRIENS MERl). (2 N1Ee
2.4%3)

SR FHAEQ! ooty MERE HIGHK| QIUIX|TH MO{= 0ot HEHQ| oatX FoH7t
QL= Zig & &= Qlo.Z || T Z2235t Zof(liI-defined disorder)S MEHS 2~ QICH

At 11 AAE SISt cClojad| ZHo| TLUSIRACE.

I
r

0O E2AELZ|E Clojay| 2 M2 (Clostridium difficile infection recurrence)
O c. Clm|&lef| MAF (C.difficile diarrhoea)
]
[l

==2AEL|F Clod A" 24 (Clostridium difficile test positive)
SZAEL|E Cloj&yof oot & ZA (Intestinal infection due to

clostridium difficile)
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??I LLT ¢ Lz &SAF (Cdifficile diarrhoea)
et

LLT ZEZ=AEZ/F Llo/dg ZIY xef  (Clostridium  difficile  infection
recurrence)g MEigt £ QX|PF Y Hot 80 SHLUTHE IEE EX0|IE=Z

LLT ¢ /&) &AF (Cdifficile diarrhoea)S XQMOZ MEHSITY

ARl 12 OP| I EHE2IE Y11 LM 25| S5 =+ 8T

O M= &4 (Hearing impaired)

O |84 = ol (Hereditary hearing disorder)
O =712] =t (Mumps deafness)

O =712 (Mumps)

U8 TE 7S fAl
VoL B PT/LLT =A|

24 715 X127]

7 PT/LT X

e s w2l ]2z 2]

oo 715 xi271
1< 1> Doifuzun)
! EEEEETE
ERELE ‘ 482 197 = 24 #3p: 33 =22
A% 8T (33) UM EN 85 MIS Y= LLT (33)

¥ 5 LT (85)
T Y2 € 80 YABY  F4 A

243
ur

712 oloj2 ® Sof AMEE
7l i € 8 YA

= w
o T~ 2tk S0Lovest Leve LLT - #It2| €0i(Lowest Level Term)
5o W Inu LLT - 2189 20f(Lowest Level Term)

Mgy M

0 o -0 DR 2<MedDRA 01150 S [MedDRA 2 =MedDRA 80| ALS 01 %

0 50 24 2.0 10028257 ¥ Y e [MedDRA 2.5 MedDRA 8011801 [ 10075137 =742 Ha Y

s024z258.2 ] Y

100118

LLT MedDRAOCIA X[t =

QOIE 45 4HUFEAC HEAE 44 Hil
BUSMQISA ZHRE A 0 120 120

& 7R oA
SR
R

LT MedDRAOIN Q57 2]

E LLT MedDRACHA U13= 2SLLT SMQUIA Yxists 8%

2wy

"EAEICE THETRR 22t HMSHH 1% ofHit 0] Zit 30| MAEIH 2z
T 0§ WEE & UCE JelLf 2SS &3 LM 2T S8 + 8
ez 0|5 1ote| "S72"et "HE"S o ML 2EX siHat Z0|

Py
= =
80| 2% =Lt LLT Z7/2/ HE(Mumps deafness)ys HEHSITE diE

oY oY I
1= 40 K &

oF #0| Stfe| ostd Jigat CHE ooy JHEO0| =gfel ool =g 07t
=ICHH 0| et




= 0]
O
o0f &2
R E i
COSTART Coding Symbols for.a Thesaurus OLZO[AES 2O{SEA
of Adverse Reaction Terms
DSM-5 Diagnostic a.nd Stat|st|.ca| Ma.n.ual X AIZS} RICH O E2-5Et
of Mental Disorders—Fifth Edition
EXCL Excluding, except, excl 2]
Food and Drug Administration _
FDA O Ol=2&eler=
(United States)
HLGT High Level Group Term oI 804
HLT High Level Term 59 201
International Conference on
Harmonisation of Technical _ N N
ICH , . . =X UE M 2R H 2
Requirements for Registration of
Pharmaceuticals for Human Use
INCL Including, incl el
LLT Lowest Level Term X5t 801
Medical Dictionary for
MedDRA Y 2xo|et0f
Regulatory Activities
Maintenance and Support
MSSO ! ~>UPp MedDRA ©X|-2| MH|A 7|7
Services Organization
NEC Not Elsewhere Classified S| 225X ¢f2
NOS Not Otherwise Specified =e| YAEX] Q42
PT Preferred Term CHE 201
SMQ Standardised MedDRA Query HEHAMOIEE
SOC System Organ Class 7|2t tHEF
World Health Organization
WHO-ART . J . WHO O|tts 801
Adverse Reaction Terminology
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