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BT DG & A X ANFER SN2 MedDRA ZJEHIA: oL =F 2 ¥ 2 AL FDH 2 &
LRIV (k6.1 HA S R),
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%E%ﬁm EE fEL [ e B2 jH. [z 2=
(Gastrointestinal . ﬁﬁﬁ.gﬂm . . 'EJHEFED .
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Bl

FELIZ R DBBMPBRBOHENE 2 DB
MedDRA T PT [HiE#EI (Gastrointestinal ischaemia) | # % L7854, #@EOH
FEEETC [HEREE (Gastrointestinal disorder) | (Z2—F 4 > 7 STV D AEH]
(gastrointestinal ischaemia) IZR KI5, ZDFr—ATIX, WET —F 2L LT
WEHI & 65 L7- MedDRA D3 —V 3 U A RS 5 Z ENEETH A 9,

ZD VLIV DFEIRRER AT O BEIE, BEIT 20 EREIO 2 —T 4 V7 LETSLERD
LG LivZen, EDT —X Tk, ARIAETEHHUNDT — & 7 4 — /L RIZZ DIFHRPEM S
TWNDEME LIV,

2.2 TABRREBTIOELRADOXEL

MedDRA HEEIUL—/L . BR LR OFEE (SMQ 8 L OMOBRBROFIHZET) BL O
BEHEROF1EZ CETRERT 5 Z ENEHEETH D, MIE OREARFG#HEL PTC SCH L BEEMEL B
DIEBRETHY, EFLTRROFHEZZLRETH D,

MBI WS MedDRA X — 3 v

BRBOFE (FHLT DI+ 7eiEe b o)

NR—=T a7 v 7OFE

{E %NS D MedDRA 1 38 D VERL & HERFE B D 5 15

2.3 MedDRAZZEE LGN &
MedDRA [ZAZHEHFEE TH V. MFEORIERIEILH 5 CORDEN TN D,

2—WP— L7 T A4~ —S0OC DLW/ LHEEHZME EOEF I T T bgy, HLEFD
Lo LM ThiuiE MedDRA OFEHERGEE L L TOMEZBRICS LT Z L&D,
FHREN Mg E ECARBEUNICEINTWD EBE XA, Z2HEEE%2 MSSO 1282 4
= ThHD,



2.4 HBBEDOT—5 DR

MedDRA [ZEHEHIFEE Th 275, R DM A 27 ETHER L T2, Mifma o7 —#

DR L HADT#HZBRET D Z L NEETH D,

FAA% T, MedDRA ICBIT 2 EMRMEZ 5252 ENTE, FLTROL I RT —F—

A DRI 2 5 & £ > T D MedDRA 2~y v U 2 b (BEfi%) IR TED L O

THEIRETh D,
F = _R—=ZADREE (FD K 912 MedDRA DOFEE MEME S UER S5 5
T =X ORI (B X, HFEL L, v = A S HEE
o> FRESE DD MedDRA ~D 7 — 4 B (%49 5545)
a—7 4 U T EFOHER

Bil 7

=7 4V TEBOWB DI

ELRW—2DMFELPNE L TW 2R > 72D THIIL fﬁﬁﬁﬁ"“—5 XL

PR Z 8 U2 FHEEIS I L CW R WIBEDOREEE Ca—F 4 v V&N T—# &
hMﬂRAT:~T4/&éhk7~5%%@?éﬁa . MR EREE L7 HEEN
THELZHET S, b UEAL CWmEDOHZEEN TIA A 1T L TR 24

MedDRA DR Z R E LT THR A OHGEZERINL TS Z LI KD WELEE
Y AW AN
il B il 50
IGS

ZUEE S PT O E 2 13H R

WCHE SN TWD PTRE RIS HDEBVIAE 2N &)

TR R—=ADEREI LTI F V=V 72X DN FITFERITHIG LT
WARWEA N HH DT EED HLT £ 721X HLGT Z Wizt B > % U —S0C

fEH &5 FHEERIRD

L

> —ODEFERMEE =T 4 7T OIS, oL EOMFEERT L, hy v

b &S HFRED T %,

> WA OHRZERL TS (HEBS LOERITEIRL22W) LU v v G

i3l b,

> 2l EBEBS I OIEROHFEOM GN a—T 4 7 STV AL EOREERS S
74—V ADORE =T 4 7 L TWAEE L R TR 22008 L/
W, DT — & X—2 (Fl 2 1F, LRI H%m®ﬁ#Aﬁ HfE /) 226N
FLT— &%ﬂ%bt@%@bt@f%ﬁA WICEHB D a—T 0 T DO

KEAFBEIZEL Z &,



2.5 T—ERBRRESMITHEERITT MedDRA D

MedDRA D, /L—/ L3 L ELY (RO FIHOZEMIL ICH [EEREHAFEE (MedDRA) F5E )
SRR SN TN D, 7= HFE LR OBRIE, WIZRT MedDRA ORFEICEE Shzu,

2.5.1 JIL—TRE (HLT & K TTHLGT)

HLT & HLGT L-ULIEERAICEED H A A EZ 7 —TF L L TWAHD T, T—H o EMEBED
WY — L Th A,

Bl

AEJk (Cardiac Arrhythmias)

HLGT TIR~#fJk) (Cardiac arrhythmias)
HLT [.iMzERES | (Cardiac conduction disorders)
HLT [dakE#ENE C)  (Rate and rhythm disorders NEC)
HLT T E=SEMEAR¥NR)  (Supraventricular arrhythmias)
HLT LOsMEREIRES L OUMEIE ] (Ventricular arrhythmias and cardiac arrest)

fFl7R1%, MedDRA /X— 3 > 23.0 O I3k % i ]
2.5.1.1 JN—THEIZEFNHRABEOHER

KR ETHHLGTHLT ICEEN L HFEEZRHF L. £ COMERHIOBEMICE L TWD Z & 2
a}\g\j_éo

Bl

mEBE$ 5 AEE
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O HFE TIFHE—OMEEE L TER SN D BET 2955725, MedDRA TIE#HE O PT THREH



HATREMERH D, ZOEN T T T RIS ET HAREERH DL DO THET XX TH D,
2.5.3 ZEhtE (Multi-axiality)

e &1L, PT A 2Ll LD SOC IZE L CWAABEMN H D 2 L #ERT 5, ZftEidHzE.
RN L@ G e 722 2 040 (B 20X, IRRBIRERE R T/ A—FMbEND Z LA ATRRIZ LT
W5, & PTIZIE—2D 774~ Y —SOCHEHHILTEY ., o SOC ~DBSEfTIFIE4aT &
HHY— | EMEND, 774 ~Y—8S0C I 7D T, £2TDHSOC EHNWTT—¥%
M2 L ZICHEEOBERBEI Y MRS N D,

MedDRA TIZ PT 0t W > # V=V 7 & LTHREMDH 5T TD SOC 2V > 7 BRRE SN
TWDHRTIEAR, L L, IBMZEEEFEOMEK L LT, HiMd D503 HR2 5 SOC ~BIEN T 6

NoZENHD,

2.5.3.1 75 4<1)—S0C ~DEA:ERIFDIL—IL

774 < U —80C Off G /b—/LL TICH [EERE K FEE (MedDRA) F5HF 1 IZit# ST\ 5,

Z D—/LiE MedDRA OH TOHGERE ICEZ L, SOC BT —

FRRERET D, THHD

JL— VKR E D EFAPIREEICEEE S 5 BN 2Ll Ed SOC 12V v 745 Z & Z&AaREIC LTV

HI ML, THEREETZERR NI ST,

ERAEE ENFITHBEL TN DI NETH D,

2—H—Z4 T D MedDRA @ SOC (22T

AR
EED | 7714~ —S0CD
54— i =4 3
FERME | ERMEEORSMGEL | PT T RS K s ORFEITEE O
SOC ek, FiEtt | (Congenital absence of bile | FEELZ.0> SOC %t 7
BXOEMEMEREE) % | ducts)i SOC MERME, & | »# VU —8S0C & LTW
774 ~1Y—S0C & kR L OB EEREE ) 2 | D,
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L. SOC IHgkEE) &
B H Y —80C & LT
Do
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I O I NHH RN TFE (F8: 6.1 THD ICH E2E : [EH MR o i\ 3 E
(Pharmacovigilance Planning Document) &) »R& 5,
JMO 7E)  H AR Tl =L =R O HE O website
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Ear and labyrinth disorders
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Metabolism and nutrition disorders
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Psychiatric disorders

General disorders and administration site
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Nervous system disorders

Hepatobiliary disorders

Eye disorders

Immune system disorders

Ear and labyrinth disorders

Infections and infestations

Cardiac disorders

Injury, poisoning and procedural complications

Vascular disorders

Investigations

Respiratory, thoracic and mediastinal disorders
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Musculoskeletal and connective tissue
disorders

Hepatobiliary disorders

Neoplasms benign, malignant and unspecified
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H%®6. IRDERTRH(FTS54/4<1)—S0C EDHE)

Occurrences by Primary System Organ Class (SOC)

Infiections and infestabions 22%
MNeoplasms benign, malignant and unspecified (incl cysts and polyps) | 0.3 %
Blood and lymphatic system disorders | 0.3 %

1%

8.4 %

mmune system disorders
Metabolism and nuirition disorders
Psychiatric disorders

g
h
52

Nervous system disorders
Eye disorders
Ear and labyrinth disorders
Cardiac disorders
Vascular disorders
Respiratory, thoracic and mediastinal disorders
Gasirointestinal disorders 232 %
10.1 %
82 %
1%
0.8 %

1%

Skin and subcutaneous tissue disorders
Musculoskeletal and connective tissue disorders
Renal and urinary disorders

Pregnancy, puerperiim and perinatal conditions
Reproductive system and breast disorders

General disorders and administration site conditions 305 %
nvestigations

Inpury, poisoning and procedural complications
Surgical and medical procedures

Social circumstances

45 %

B.4%

- - MedDRA V14.0
Total No. of Reports: Number of reports (percentage) with one or more reaction terms

[Denominator) 927 in the S0C(s) above
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B&R7. AROEBRB(TFA4)—ELEEAF)—BOHE)

Figure 2
Relative frequency of events per primary [1] and per secondary [2] SOC
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H%x8. KREXTHORTH (FS54<1)—S0C ENHEE)

Number of
Reactions®
System Organ Class "Reactions: | (% of total) |outcome of AR
report was
fatal

Gastrointestinal disorders 1 1.92 % 0
General disorders and administration site conditions 10 19.23 % 0
Hepatobiliary disorders 2 385% 0
Immune system disorders 1 192 % 0
Infections and infestations 1 192 % 0
Investigations 7 13.46 % 0
Metabolism and nutrition disorders 1 192 % 0
Musculoskeletal and connective tissue disorders 1 1.92 % 0
Nervous system disorders 10 19.23 % 0
Psychiafric disorders 10 19.23 % 0
Renal and urinary disorders 2 385% 0
Respiratory, thoracic and mediastinal disorders 2 385% 0
Skin and subcutaneous tissue disorders 4 7.69 % 0
Total Number of Reactions: 52 100.00 % 0
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R&Ka. FXDLFEHITHEENSOBER(H) . TORBIERUEELSOREH(F)E
Y (REA 1)

System Organ Class

Nervous systemdisorders L
Skin and subcutaneous tissue disorders
Psychiatric disorders
Generaldisorders and administration site conditions
Gastrointestinal disorders
Investigations
Injury, poisoning and procedural complications
Reproductive systemand breastdisorders
Ear and labyrinth disorders
Musculoskeletaland connective issue disorders
Eye disorders
Cardiac disorders
Vascular disorders
Immune systemdisorders
Respiratory, thoracic and mediastinal disorders
Renaland urinary disorders
Blood and lymphatic systemdisorders
Metabolismand nutrition disorders
Infections and infestations
Hepatobiliary disorders
Endocrine disorders
Neoplasms benign, malignantand unspecified
Social circumstances
Surgicaland medical procedures
Pregnancy,puerperiumand perinatal conditons
Congenital, familial and genetic disorders

=
0 500 1000 1500 2000 2500 3000

Number of Reports

E®Ob. EX D LERITEEBEILOREE(H). TOBBIERREEILOREH (F) %
~7(£E 2)

System Organ Class

Skin and subcutaneous tissue disorders
Nenwus system disorders
Psychiatric disorders
Gastrointestinal disorders
General disorders and administration site E—
Immune system disorders
Cardiac disorders
Musculoskeletal and connective tissue disorders
Respiratory, thoracic and mediastinal disorders
Eye disorders
Investigations
Vascular disorders
Ear and labyrinth disorders
Reproductive system and breast disorders
Injury, poisoning and procedural complications
Metabolism and nutrition disorders
Renal and urinary disorders
Infections and infestations
Blood and lymphatic system disorders
Pregnancy, puerperium and perinatal conditions
Hepatobiliary disorders
Social circumstances
Neoplasms benign, malignant and unspecified
Endocrine disorders
Congenital, familial and genetic disorders
Surgical and medical procedures

0 2000 4000 6000 8000 10000 12000 14000 16000

Number of Reports

37



E®10. MAET—2 VMWL T, PT XRAE
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RE11. FOTSLIZEKEZTS5A4)—ELUEHF1)—S0C [2&BH B
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R 12. 8 (Narrow) R & UL (Broad) IR DFER

Asthma/bronchospasm (SMQ) Cases — Narrow Search

(since 1-JAN-2008)

ID MedDRA_PT REPORT_ VERBATIM DATE_CREATED
045 Asthma Asthma attack 01-APR-2008
063 Asthma Severe asthma 10-JUN-2008
060 Asthma exercise induced Asthma when exercising 30-MAY-2008
091 Bronchospasm Spasms, bronchial 12-AUG-2008
074 Bronchospasm Bronchoconstriction 03-JUL-2008
100 Bronchial hyperreactivity ~ Airways hyperreactive 20-SEP-2008
069 Bronchial hyperreactivity =~ Reactive airways disease 21-JUN-2008

Asthma/bronchospasm (SMQ) Cases — Broad Search

(since 1-JAN-2008)

ID MedDRA_PT REPORT_ VERBATIM DATE_CREATED
023 Allergic respiratory disease Respiratory (allergy) disorder 18-FEB-2008
045 Asthma Asthma attack 01-APR-2008
063 Asthma Severe asthma 10-JUN-2008
060 Asthma exercise induced Asthma when exercising 30-MAY-2008
016 Bronchial obstruction Bronchial obstruct. 16-JAN-2008
039 Bronchial obstruction Bronchus obstruction 14-MAR-2008
091 Bronchospasm Spasms, bronchial 12-AUG-2008
074 Bronchospasm Bronchoconstriction 03-JUL-2008
100 Bronchial hyperreactivity ~ Airways hyperreactive 20-SEP-2008
069 Bronchial hyperreactivity =~ Reactive airways disease 21-JUN-2008
088 Obstructive airways disorder Obstructive airways disorder 29-JUL-2008
049 Obstructive airways disorder Obstructed airways dis. 20-APR-2008
022 Wheezing Wheeze 16-FEB-2008
031 Wheezing Wheezes 02-MAR-2008
106 Wheezing Wheezing 28-SEP-2008
046 Wheezing Wheezing (acute) 06-APR-2008
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