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FIBHEML TP I
(Gastrointestinal . . , . S .
. . (Gastrointestinal Disorder) (Gastrointestinal ischaemia)
ischaemia)
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HLT & HLGT L-UUIEERMICEED H A ez 70— L TWAED T, T —Z oM EBBRD
WYy —nTh b,

Bl

REERR (Cardiac Arrhythmias)

HLGT [A3fk; (Cardiac arrhythmias)
HLT [MmiEfEs | (Cardiac conduction disorders)
HLT TFOHFEENE CJ (Rate and rhythm disorders NEC)
HLT T EEMAREEAR  (Supraventricular arrhythmias)
HLT [LsMEARERS L OVWME L] (Ventricular arrhythmias and cardiac arrest)

BRIZ. MedDRA X—0 3 > 19.0 O HEEA{#
2511 SI—TTHEICEENIHEOHESR

K ET D HLGTHLT ICEENdHiEEA BT L. ETOHEXHIOBMICHE L TWD Z & &
BT 5,

Bl

M RE 9% HFE
HLT i HRAENEC (IJERIE %25 Te) | (Vascular tests NEC (incl blood pressure))
PT [ifi/E¥% | (Blood pressure abnormal)
PT TM/EfXT) (Blood pressure decreased)
PT T/t k&) (Blood pressure increased)
PT T[i/=#I%E] (Blood pressure measurement)

ME F& - R TICRET A BT, 58O HLT O FIcZ v — A bEnTHEY . 2O HLT 1I21E
BEENIRIE . MAEHEST. MATHFBRESZDO PT L EFENTWAZ LITER IV,

B7RIZ. MedDRA X— 5 - 19.0 D HZEZHH
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MedDRA FIFEIZEBIT 5 (GEARGE : PT) 1, MO HGEE CI Y T HGEICED &, K0 FF
By CRIEREW) ThbH, HELIIMOHEETIIH OIS Ta—T 0 7SN TW-HGE
73 MedDRA TIIHEE DO PT L 5 2 L ZFHALI- b D TH D,



MOHFECITE—OHES L TERINDEE T HHEL, MedDRA Tl PT THRREH
HAREMEN D D, ZOHENY T FIIVBRIICEET S AR D DD THETRETH D,

2.5.3 ZEtE (Multi-axiality)

ZHhPE L 1X, PT A = 2Ll LD SOCIZJE L TV D AMREMENR S D Z & 2 Bk T 5, ZHmiEIIHEN
RN Y 2 70 D0 (B2 0E, IRIRBIRRE R T/ A—bEN D T LA ARRIZ L T
W5, & PTICIE—2D7 74~ Y —SOCBEDLILTEY, o> SOC ~OEFEf T I1x2T &
T FY— EMEEND, 7T A4~ Y—SOC [ZT—27 DT, £TPHSOC #HN\TTF—4%
HMAHT2 L EICHEOEED U MRS D,

MedDRA TIZ PT Okl XV —1) 7 L LTHEEMNH HTTD SOC 1TV 7 NREIN
TWAHERTIEZ2W, L L, IBIMEAEEFEOREREE LT, Billd 5 WIEHER2 D SOC ~BIHEAT T 5
NHZEND D,

2.5.3.1 754<1)—S0C ~OBEEFTDIL—IL

75 4 <1 —SOC Dft5- L — 3 [ICH [FEREE KA ZE4E (MedDRA) T2 1230 < T2,
Z O —1 it MedDRA O CORGEREICEE L . SOC BOT —HFKRE2RETH, ZHHD
N VEIRFE DEFRVRAEIZ BE 5 HFE oLl B SOC 12V 7425 2 L ZmHEIZ LT
HIEMWD, THAERKELT LN WL HIZ, 2—HF— T4 TD MedDRA @ SOC |[ZDW\ T
EIRHIEE LNBICKEBL CWARETH D,

Bl
EED | 71~V —SOC D
54 i =i BE
SR | e RMEREEOSMGEIX | PT T RMEARE K ) IhHDOHEIXEED
SOC kM., FiEME | (Congenital absence of bile | J8EEM7Z.D SOC % & 4
BLOEMEMEE) 2 | ducts)i SOC HekME, 5 | » &Y —S0OC & LTWw
74~ 1 —S0C & rER L ONEEEEE) & | D,
LT3, 77 4~<1U—S0C & L,
SOC TIfiHERREE | &
B Z ) —S0C & LT
ZDO
BraEY | BB X OBMEOHAE | PT [RER)  (Skin IS8R, ZEHE)

Y (BB LR U — | cancer)i SOC TEME, | (Cyst) & TRV —
TER) OEHEET | BLOSERABOH Y (% | 71 (polyp) OHEEIC
SOC g, EEB X | B LXOR) -7 25T X2 O — LT S
OEEARB O 4 774~V —S0C & L. ngy, ZhooHEE
(BRBXORY —7 | SOC THEBIOE M | D771 ~VU—SOC it
et T4~ | EE] kb FY—S0OC | FEHELD SOC T,

J—SOC & LTWw LLTW5, &1 —SOC
5o SOC 4w Th
Do




EED | 4 ~<Y—SOCD

I
54 i =451 e
FRYUE | RS E O RREEIL | PT TR/ N RS 25 | o0 MHFEIEEED

SOC N&UYEL LO% | (Enterocolitis infectious)ix | FEHLERLD SOC & & 7
EHYE] 2774~ SOC NE&YwERB L Ov%E/AEh | ¥ U—S0C & LT
—SOC L LT\5, JE| 7T ~VU—S0C & | Do

L. SOC IHkEE] =+t
J1v 4 —S0C £ LT
Do

L, 5 PT B EFRLO =20 SOC DHEHIZY > 7 LTWAEEIEL, 774~ —S0OC ZIkE
T 5 DIZROBSENERLANEH S b,
Je R, FhRMER KON RS
B, BRI OHEMAHOFEY (BRBIOR) —725T)
JERYLIE 3 L OV HUE

2.5.3.2 FEZEIED SOC

WD =20 SOC |ZJET D HFEIIZMD U > 7 245 S TW72R0,
SOC IR
SOC EHE L ONRHILE )
SOC Tth&EREE)

SO LB > TSR LT 5 MedDRA DAMFEAFE LT 2 & 2 Rl LTV 50
T, BERCHRED I ERET DR EETH S,

Bl

FLWhMED SOC 237 — Z RFITx T 2 5

ML B AME D FRIER DT — H R— A Z T HHE, SOC ki LY /3%
EE] OPTICa—T 4 v 7 INTeT — 2 RINCRBERN G LT 5 LR TH

%, ¥7-. SOC MR 23 —F 1 7 Iz PT TiIMWEEA ] O X5 7%7—
XX SOC AR L OWRMLE ] ORFEICa—T ¢ > 7 &tz PT T/ Mg o X
IRT =B LELKGLERV D, ZNHDOHIBHLELLDPT 4 SOC Mgl LYY

VOSRREE] U T LTURLY,

LMD SOC DAHETCa—T 4 V7 ENET—FE#EBRE L& /MR EED

O BAR+D72 b DT> TLE S WREMERD 5,

FRRO LI, BRRAEOR RO HEEX SOC MERHKRAE] 12U 7 LTEY ., shtd 2 EFAIR
e DL ) 7 3720, MedDRA Ta—7 4 V7SN T — X ODRT —# U A N &G
THERICIE, ZOZ EITHEINIZW,



Bl

SOC [FERMA ] OMRAEREREDHE

FFRE OFEGNER % T — 2 X— A THRHET DB, SOC FIHERRKEE) @ PTIC=
—T AT ENTT =X ERINRBENGRE T DHZ EITGmENTH D,

F7-. SOC K @ﬁjl3~?477éhkaﬁ%%@§£%J@iﬁﬁ?—&
X SOC MMRBLOWNEMLE | ORGEIZZ—T 4> 7 &7 PT T O X5 7%
7—&%itﬁ%&&0960_mgmo%g%%@PT%amFﬁwﬁ%ﬁ%JK
U7 LTV,

FELZEMED SOC DHFETCa—FT 4 VI ENTET—ZIXZORMHEZER LW, O
MDA DT> T UE ) FIREHENRH B,

M 2 [ FRRBAEDORRE LTa—T 1 7 a5 T — 4 LEET 5 EFARBORE 2 FIZH
HLTW5,

2.5.3.3 FREKHICESESH S PT
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EED >0 MedDRA /N— = U] (EfE L2\ b DIZ b ki) TOZEE DB A ReE U BfFET
% Z & & %49 %5 MedDRA Version Analysis Tool (MVAT) &L T\ 5,

(ALEOAHE 6.1, BXL D TMedDRA FFERIR : ZEFHE| © 4.1.1 2#5H)
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(TMedDRA HIFEZRIRN : BEFIH] Oftex 4.1 22MH), 7 —F X=X 2L > TIFH7e % MedDRA
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—HREVZRFIMEDOREMS 1L FREOKD LB Y TH D,
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T4 =N FeBRT L LITMHATH D,
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B2 D I N—THGE

#7020 7% SOC

2= NEEAIZ T L7220 SOC (B 21X, SOC [—fi% « & FEER L OGOk
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HEY :
EERER AT (W72 5 FR LR L2
27— % MedDRA OMEREE A W TRRT D
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% (MedDRA F5|#3 LU MedDRAASCI 7 7 A V&), EFRGENEZ Wi, #1213 SPC
(Summary of Product Characteristics) A K7 A > 72 & OITBRIHEOKIEIZKHIE TEX 5 TH A
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EJ3&5. MedDRA @ SOC [E—HEFET7ILI7RYMNELEREEIE (HEEER)

MedDRA Version 22.0
WET N T 7 ~_yNE

MedDRA Version 22.0
EpEA EIE

Blood and lymphatic system disorders

Infections and infestations

Cardiac disorders

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

Congenital, familial and genetic disorders

Blood and lymphatic system disorders

Ear and labyrinth disorders

Immune system disorders

Endocrine disorders

Endocrine disorders

Eye disorders

Metabolism and nutrition disorders

Gastrointestinal disorders

Psychiatric disorders

General disorders and administration site
conditions

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

Metabolism and nutrition disorders

Gastrointestinal disorders

Musculoskeletal and connective tissue
disorders

Hepatobiliary disorders

Neoplasms benign, malignant and

unspecified (incl cysts and polyps)

Skin and subcutaneous tissue disorders

Nervous system disorders

Musculoskeletal and connective tissue disorders

Pregnancy, puerperium and perinatal
conditions

Renal and urinary disorders

Product issues

Pregnancy, puerperium and perinatal conditions

Psychiatric disorders

Reproductive system and breast disorders

Renal and urinary disorders

Congenital, familial and genetic disorders

Reproductive system and breast disorders

General disorders and administration site
conditions

Respiratory, thoracic and mediastinal
disorders

Investigations

Skin and subcutaneous tissue disorders

Injury, poisoning and procedural complications

Social circumstances

Surgical and medical procedures

Surgical and medical procedures

Social circumstances

Vascular disorders

Product issues
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Hx6. ARDFRTRHI(FTS514<1)—S0C EDHE)

Occurrences by Primary System Organ Class (SOC)

Infiections and infestations 21%
MNeoplasms benign, malignant and unspecified (incl cysts and polyps) | 0.3 %
Blood and lymphatic system disorders | 0.3 %

1%

84%

mmune system disorders
Metabolism and nutrition disorders
Psychiatric disorders

L
[&1]
52

Nervous system disorders

Eye disorders

Ear and labyrinth disorders

Cardiac disorders

Vascular disorders

Respiratory, thoracic and mediastinal disorders
Gastrointestinagl disorders 23.2 %

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

Pregnancy, puerperim and perinatal conditions
Reproductive systermn and breast disorders

General disorders and administration site conditions. 305 %
rvestigations.

Inpury, poisoning and procedural complications 4.5 %
Surgical and medical procedures

Social circumstances B.4%

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

[Denominator) 927 in the SOC(s) above
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E&7. AROFRRH(TSA4R)—ELVEALT)—BOHEE)

Figure 2
Relative frequency of events per primary [1] and per secondary [2] SOC
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Hx8. ‘MR TORTRH (FS54/4<1)—S0C EDHE)

Number of
Reactions®
System Organ Class "Roactions* | (% oftotal) |outcome of AR
report was
fatal

Gastrointestinal disorders 1 192 % 0
General disorders and administration site conditions 10 19.23 % 0
Hepatohiliary disorders 2 385 % 0
Immune system disorders 1 192 % 0
Infections and infestations 1 192 % 0
Investigations T 13.46 % 0
Metabolism and nutrition disorders 1 192 % 0
Musculoskeletal and connective fissue disorders 1 192 % 0
MNervous 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 fissue disorders 4 7.69 % 0
Total Number of Reactions: 52 100.00 % 0
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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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