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I “Boston Scientific” Angiojet PE OVER-THE-WIRE Thrombectomy Set |
Periodic Safety Report

1. & 542 A F #(Basic information)

1) BEHFT#HER (Licenseno.) *

2) B4 P X 4 #%(Chinese product name) :

3) 43k 30 4 #i(English product name) :

4) A1#E(UPN) :

5) # i g {Manufacturing site) :

6) % % gipr 48 B % (Country of manufacturing site) :
7) % % Bk (Address of manufacturing site):

8) ¥ 44H & 7 (License holder) :

2. 20 E kS & ¥ M (Monitoring Period)

1.) 242 & 4 #5 ] (Period of whole surveillance): MM/DD/YY to MM/DD/YY

2)) A=k 34 & 89 ] (Period of this surveillance report): MM/DD/YY to MM/DD/YY

3) ARBEMAREDLNERMMZE  ki#EH(Thisisthe _ delivery of whole
surveitlance)

3. F B BBE F i & (Adverse Events Collection)

1) BREETF RS EH AR B RE XM (Domestic Serious Adverse Events  during this

Surveitlance Period) {Line listing)

2) BlM kR & BE BH AR B RE % 4 (Domestic Non-serious Adverse Events during this

Surveillance Period) {Line listing)

3) B EEREEBH T RRIE %4 (Abroad Serious Adverse Events during this Surveillance
Period) (Line listing)



4) B hIERE E B B AR R R E 4 {Abroad Non-serious Adverse Events during this

Surveillance Period) (Line listing)

5) Bl oS5 B T OB A B HT AR A 8 R 205 5] 3R 4 (Case Reports published on

academic journals, literatures and symposiums)

4. AR E; AR HR M % 14 B4 3 42 (Total Event Data Summary for this Surveillance Period)

B 1 (Domestic) & sk (Abroad)

Bk EHT LR A E4{Serious
Adverse Event no.)
FREGREHFTRRAEM
{Non-serious Adverse Event no)
Bt

{Total Event no.)

5. AZ LR BELLIEE (Summary of Domestic Usage)

1) ARHR 4 B4R 20 M B 9 #1748 A 3L & (Domestic usage no. during the period of this

surveillance report)

2) BSARHA R B 9 4848 A $F (Domestic total usage no. during the surveillance period )

(45 48 & okt do ok — o 5 R B R o i k=)



MéE— - ERE (% E) T4 (Appendix 1. Patient data)

1. 3 AR A% (Patient code):
2. Bkt (Hospital):
3. F4#7 8 Ep (Physician):

{

6.
7.
8.

4. F#7 B 81 (Operation date): S B { Year Month
Day)
5. y5 AE %] (Patient sex):
Ja A (Patient age):
E% FR 2 #7{Clinical Diagnosis)
B AR,78 B B #4757 (Monitored items & Follow-up status):
Z1EE (Monitored i 1 month 6 months
items)
1 | Bradyarrhythmias
B VR A
2 | Cardiac Arrest
N ELE
3 | Hypotension or Shock
B th5E
4 | Hemoptysis
2z i1
5 | Pulmonary Artery Rupture
LTENBIREES
6 | Intraoperative Thrombosis
or Recurrent Pulmonary
Thrombosis
fgrh MmAR sy A2 B M Filidd 28
7 | Thrombocytopenia
/iR
8 | Intracranial Hemorrhage
i
9 | Hematuria or
Hemoglobinuria
(N FR Y M AT FHARAE
10 | Hyperkalemia
=
11 | Death

Eir




12 | Systolic and mean
pulmonary arterial

pressure

it B Rk U e PR B S 458

13 | Systolic and mean
Systemic Arterial Pressure
PRRIRENARI AR BRI &

14 | Local Vascular Access
Bleeding or Vessel

Complication
B ERE o M 5T [ 4 839

15 | Other AE {(Adverse Events)
Hitt A B E

Wkt AR R BRI B e IR 43t &

B kML 4 (Medical institution name)

& M 3 % (usage amount)

#3H4¢ A 3 & (Total usage amount)






