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(Device Defect and Adverse Event Summary Report Form for Foreign Cases)
I9UTN89U (Reporting period) O ua-f1.8. Uan-Jun) O ne-5.a. Jul-Dec) Y .6 (in the VS0 B

o. oyavaeddes1891U (Company information)
Uizmwuaﬂﬁﬁﬁﬁ’lﬁiﬁm’m [ fwdn (Manufacturer) L1 giiud (importer) L1 §5uouaymune (Seller License holder)
(Type of reporter) [ 8u 9 38Y (Other, SPECITY) ...
eviluanvzdugmuuszneuns (Establishment License No.)/luaugnue (Seller's License No.)
Foaenuusznouns (Company’s name)
ﬁagj (Address)
S?J'a;:\fi’lmm (Reporter) FINuviLa (Position)
Inséwi (Telephone No.) Bl (E-mail)

. S19a2L08AAIR9awNNE (Device details)

¥an15A"1 (Trade name)

Foaniiy (Common name)
GMDN code
%’aﬂﬂsﬁ/fmqﬂizmﬁmﬂﬁmu (Indication/intended use)

waufimstungidey O Tuaugn (Licensed medical device NO.) w...oooocceeooeeeseesesoesoessoessoesoosseso
(Device regulatory status) O Tuduudasensaziden (Notified medical device NO) oo
O Tuduanuda (Listed medical device NO.) ..o
O 8u 9] 38U (Other, SPECITY) ..o

|
A

%a;ﬁmam (Physical manufacturer) Usene (Country)

A

PO emanil (Product owner) Useine (Country)

nsvieLASasiiounnguas Model No. 1 (No. of devices supplied by model)
Snufiveiialan (sauussmeng) (No. of devices supplied worldwide (including Thailand))
Fufivnglulsemealng (No. of devices supplied in Thailand)
Namiﬁ'l\i’mé'uﬁmlna/mq msaldulifisUszasAaas Model No. & (No. of Device Defect/Adverse event (AE) by model)
@ @ ® Total % Rate RA Trending
WW | TH | WW | TH | WW | TH | WW | TH | WW | TH action Report
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA

Device Defect/AE




Model number
nsvIELA3Bsiiounnguas Model No. i (No. of devices supplied by model)
Srunuiivevilan (SauUsemelng) (No. of devices supplied worldwide (including Thailand))
I Fuivelulsemealng (No. of devices supplied in Thailand)

) @ ® % Rate RA

WW | TH action
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA

I Y/N/NA | Y/N/NA I

L] drwdrwesuserideyainssylithsiugniouasduasimudldsunsiutoys
(I attest that the information submitted is true and accurate as | have been informed.)

Device Defect/AE

aneilede (Signature) S
YoU8331897U (Name of Reporting Person) @
JuNT1891U (Date of this report) e

VLN :

. @©-= ANIZANAINNNEITITUEVRE1ITI8USA (serious threat to public health), @ - T30 (death),
® = nmzdunseieuss (serious injury), WW = vialan (Worldwide), TH = Uszwiellve (Thailand)
%Rate = “(No. of Device Defect/AE = No. supplied) X 100”
RA action = fimssuiiumauflvluiFes Device Defect/AE 193 Model number tusnnuirsnuriifugualulssine
10 IMAnAuIMIBl (Are there any regulatory/corrective actions/notification by the manufacturer?)
(Y = 1 (Yes), N = 14T (No), NA = iﬁﬁ%’ayja (Not available))

4. Trending Report = %Rate U849 Model number Tudurfieensuldvenirvesmaniasivdelsl (s %Rate exceeding
the threshold?)
(v =19 (Yes), N = laila (No), NA = lsifiTaya (Not available))

5. 189 1 atusie 1 Yon135én (one brand name/report)



