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Clinical Medical. March 2005.

3. VOLUME 9A of The Rules Governing Medicinal Products in the European Union
— Guidelines on Pharmacovigilance for Medicinal Products for Human Use —Final March 2007.
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Summary of PSUR for <Drug name> (Period covered: )

(EEFRL)2ERTDT 2 HRLBE (A2 0T PPEEER

Table I © Summary by number of cases

S EERRYS T =

Type of Cases % i 1+

Number Of Cases % i i+ #c

Taiwan & p Other countries & *}

Serious
g 2 F R

Non Serious
Z2EE A LR R

Total (Serious + Non Serious Cases)

B E? LF RA22EEF L8 R)
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BHREr2TRPETFEE L 2L (PSUR) & 2R F* 51

Table II : Tabulation of all Adverse Drug Reactions by SOC in Taiwan (Period covered: )
R ERPMFEL 29 FRET LK 0 1335 SOC ( System Organ Classes) 4~ 57 b 4

(FRA R 2 PR R

)

MedDRA System Organ Class
MedDRA B F 4 3o if

Serious Case

BEd U5

Non Serious Cases
ARED UE R

Total
)3t

Cumulative Total
B2l

i

Blood and lymphatic system disorders
o Tk B F

Cardiac disorders
B G §

Ear and labyrinth disorders
B kdep B3 G B §

Eye disorders
A4 2 G R F

Gastrointestinal disorders

3B ksl F

General disorders and administration site conditions
2R (Uokig o) {ri B kR

Hepatobiliary disorders
BFIE L eend F

Immune system disorders

GE k seeh R ¥

Infections and infestations

BAfe# s AR 2

Injury, poisoning and procedural complications

Fp P AR R A S

Investigations
ABEEg

Metabolism and nutrition disorders

(s ik B S Bkt 3

Musculoskeletal and connective tissue disorders
up f e e s G hE F

Neoplasms benign, malignant and unspecified (including cysts and
polyps)
U P AR R B G (¢ Rl )

Nervous system disorders
Ak end

Pregnancy, puerperium and perinatal conditions
WE -~ ARG} 2P akir

Psychiatric disorders

A6 B ¥

Renal and urinary disorders
TR e A g eend

Reproductive system and breast disorders
Rt Ml - I

Respiratory, thoracic and mediastinal disorders
e T UL E Y

Skin and subcutaneous tissue disorders

ARfrATosas B

Vascular disorders

Total

i 2L
B3

Cumulative Total
g 2L

il
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Table I1I : Tabulation of all Adverse Drug Reactions by SOC in Others Countries (Period covered:

ez AR 24 BRI LF JE 0 1335 SOC ( System Organ Classes) 4™ 47 ff 4

(FHRE 2P FER

)

MedDRA System Organ Class
MedDRA B F % 5us 4f

Serious Case

Bed d 2R

Non Serious Cases
EER LE R

Total

)2t

Cumulative Total
"2l

SR

Blood and lymphatic system disorders

e D X

Cardiac disorders
o 5 B

Ear and labyrinth disorders
B gfep B2 G R F

Eye disorders
R4 2 5 cnB

Gastrointestinal disorders

3 e §

General disorders and administration site conditions
P EPagg (ofE i) e FIp kR

Hepatobiliary disorders
Rk BLen R ¥

Immune system disorders
R

Infections and infestations

BAfcE 2 B8 %

Injury, poisoning and procedural complications
G~ ¢ AT F R ad @ DE SR

Investigations
BEFEY

Metabolism and nutrition disorders

RN s

Musculoskeletal and connective tissue disorders
MRS R s

Neoplasms benign, malignant and unspecified (including cysts and
polyps)
Ui EPAcA P AL F g (¢ Rl )

Nervous system disorders
Mgk senB ¥

Pregnancy, puerperium and perinatal conditions
WA~ AED - AP afin

Psychiatric disorders

A5 BF

Renal and urinary disorders
TR e Bk Seeh B

Reproductive system and breast disorders
3 sged G5 S B A

Respiratory, thoracic and mediastinal disorders
HEE s I ehRE 4 B

Skin and subcutaneous tissue disorders

ARfATagas Bg

Vascular disorders

Total

4 2L
SE

Cumulative Total

2L
A
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