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Post-market Surveillance Plan

CHET Tamwean

CRT Taiwan Biotech Company has defined post-market surveillance activities to assure that the Products [GID 700 and
GID SVF-1] placed into the market comply with the applicable TFDA post-market surveillance and reporting
requirements. The activities assure that the Products [GID 700 and GID SVF-1] do not endanger health or safety of the public.

Post-market information:

7 1. User groups

. Customer surveys (attachment 1-case report form)
. Customer complaints

. Warranty claims

. Literature reviews

. User feedback (other than complaints)

~N oy A W

- Adverse event reporting agencies of TFDA (attachment 2-AE report form of Medical Device)
8. Training feedback

9. Post-market surveillance reporting (Attachment 3- PSUR)

Reporting:

Each of the activities are measured and analyzed. If an activity is low, a summary report is appropriate. Higher activity is
statistically analyzed. Trending of the occurrence in each category is performed and documented. Post-market surveillance
will be conducted each calendar year at the end of the year."

PSUR period:
Three years since collect the product license in original.
CRT Taiwan Biotech Co., LTD should automatically submit PSUR to TFDA (Food and Diug Administration
Ministry of Health and Welfare, Taiwan) every half years.
Dmitry Timokhin, CEO
CRT Taiwan Biotech Company

6F., No.378, Changchun Rd., Zhongshan Dist., Taipei City 104, Taiwan (R.O.C)
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SWIFT Code: ESUNTWTP




{EZE 532 (CRT Case Report Form )

#tBH (Instruction) |

{EZ#57 (Case Report Form, CRF) » FHLLEC8%ds— 2 (d L FAlHY
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Case Report Form (CRF), used to record data for each user operation.
Uniform table for collect and analysis of data from different medical units.

FoAR B} (Basic information) :

B 5E AT (Health Institute)

I RS (Patient code)

45 R (Patient name abb.):

FRIESR(HP case no.):

%{Efﬁ(Dr. name):




FHTERM(Surgery information) :

R (Item)

409 Record)

#55F (Remarks)

T FTEE{E* (Pre-operation
evaluation)

iy H #H(Surgery date)

GID Emaafl
(GID  Product name)

fiTRa~ B JE(Adverse

event during urgery)

firte+ R E(Adverse

event after surgery)

[E1%2 HH#A(follow up date)

[El2 3B it (follow up)

TETEERL* (Pre-operation evaluation): 375 52 (Medical History) ~ A& (Physical Exam) » &
BRI Laboratory Tests) ~ ERAETE(E FHZEEY)(Concomitant Medications)++-++- '




1 ARERAHYA R EZEA( Table: Potential Adverse Event)

HIEEEE A YR B MEEE( Potential Adverse Event) Yes/ No

& IR(Leak in tubing)

FE RSB BYNFE (Canister Imploded/exploded)

& (Infection)

%% 3% 7 FE(Inflammation)

DVT Estm#R(DVT and Blood Clots)

H'E (Others):
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B R a2 T MRS (A )
Periodic Safety Update Report (version: )

— Eguﬁéﬁi sl (Product basic information) :
37144 (Chinese brand name) :
B 44 (English brand name) :
ISR (Module) :
BE g4 % (Site name) :
- BUSH L (site address) ©
BEREE S (Country of origin) :
FF Al 6455 & (License holder) :
B AN RS M B E5 8= (Overseas sealing quantity) :

= weUERmE B AR R EE- iR 1 B$3 2 (Safety data during monitoring period and scope-
Table 1 and Table 2)

= FHEESA SR EERSEE Zﬁﬁﬁ BT (TFDA announced Executive PSUR summary)

g~ RSB B EEER M _ETIAN (Worldwide marketing approval status)

f~ BEIASME Iﬁﬂimﬁﬁﬁﬁi@éﬁﬁiﬁ"%ﬁaﬁﬂﬁé 42 BRENTE) (Action taken in the reporting interval for

safety reasons)

7N~ Rl BT EHYEEE (Changes to reference safety information)

Account No.: 0406-940-012239

Bank Name: E. Sun Commercial Bank, Ltd.

Branch Name: ChangChun Branch

Address: No. 178, Fusing North Road, Taipei, Taiwan
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CCRT Towan

1~ EEREEE (Summaries of significant safety finding from clinical trials during the review period)

J\ > FlS- e o f B JE g = B 5155 (Benefit-Risk Analysis & Risk Management Plan)

T~ BERESE 2 MR (Summary for safety evaluation)

-+ ~ 4845 (Summary)

Account No.: 0406-940-012239

Bank Name: E. Sun Commercial Bank, Ltd.
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