1AU91989veEUTENOUNS (Company’s reference No.)

BUU 3.UN. o

HPVC-MD1-

WUUT LKA SIS URaUNRvaaRTasliaunmg wisawmnmsaldulinwssarnifavuiuduiinaludssmea
(Medical Device Defect or Adverse Event Report Form for a Domestic Case)

O mamsvhasuiinuniveaaesdiowmd (Device Defect) O wmmsalduliifivszariintuiuiuslam (Adverse Event)

UILLANII89Y
(Report type)

Ussnvvawiiviniseny
(Type of reporter)

[ atuusn

[] aduaaiine (Final)

L] &nén (Manufacturer) L duindn (importer) L d5usyayinune (Seller License holder)
[ 8u 9 52y (Other, specify) ..............

(Initial)

[ famana aded (Follow-up NO.) w..ovoverine.
[ Trend

wuiluannsieuanuyseneuns (Establishment License No.)/luaygyiwae (Seller's License No.)

PoanuUsznauns (Company’s name)

ﬁagj (Address)

¥oK31897U (Reporter)

AL (Position)

Inséwyi (Telephone No.)

wa (E-mail)

ywniladdudansnuiiuguessemedue 8nnuvisuazswidenita (Other regulatory authorities to which this report was also sent)

FansA1 (Trade name)

. S79aL98ARIDNIaLNNE (Device details)

Yoeiigy (Cornmon name)

GMDN code

UELNIAT BIL DLNe
(Type of medical device)

O wbp
O Non-IVD

UTLLANAIUAULEAY

(Risk classification)

O Ysunnii o Class ) O e o (Class Il
O Usznndl an (Class 1) O Usennit « (Class V)

%@ﬂﬂiﬁ/ﬁ’mqﬂizadﬁmﬂ%ﬁm (Indication/intended use)

LBUNNSVUNZL U

(Device regulatory status)

O 1‘U?J‘14qlﬁy”|m (Licensed medical device NO.) ..o
O Tuduudanenisaziden (Notified medical device NO.) ....weroecoooceeeeeesseceeeeseeeeeeeeeesee
O TuFuanuda (Listed medical device NO.) ..o
O Bu 9 9y (Other, specify)

Catalogue No.

Model No.

Lot/Batch No.

Serial No.

Software version

qUﬂiajLa%m (Accessories)

8¢ (Address)

WoRWan (Physical manufacturer)
7l

Usewne (Country)

dwa (E-mail)

Yo womansam (Product

owner)

ﬁagj (Address)

Usewne (Country)

dwa (E-mail)




a. TayagaunNiaNan1svineuduiauni/inn1saldulainelsaed (Healthcare Facility Information)

Foanudl (Facility’s name)

ﬁaq’ (Address)

yARaviaunsafnsiala

(Contact person’s name)

AL

(Position)

In35éw (Telephone No.)

Awa (E-mail)

° | Ao A oA ¢ . .
FHILAUINAIVBIATOIUBLNNE (Current location of device)

. Tayavanan1svinnudurnuni/mnn1salduliisdseasd (Information of device defect/adverse event)
O $reusa (Serious)
Om’;saﬂmwmmmsmqmaﬂﬂﬁwLm (Serious threat to public health)
O\de@in (Death)
O nedunseeuss (Serious injury)
O la$8us9 (Non-serious)

AN TIVDANANTTAL

(Classification of incident)

NANISYINUBURAUNG
(Medical device problem)
(IMDRF Annex A)

winnsadduldieUszasd
(Clinical sign, symptoms and
conditions) (IMDRF Annex E)

Us8emMANIsal (Event description)

Tuiawmgnisal
(Date of incident)

TN UNTIY

(Company awareness date)

WWELAATUNUSEMADUNS o L

(Have any of the similar

events occurred?)

O a8 (Yes) (s¥yUszina (specify the country)
O lahay (No)

O s (Unknown)

WREmRNTRUINA SRR ULVT ol
(Have any of other AE occurred by using

the medical device for the same cause?)

O 8 (Yes) Usena (country)
9%31nN1340A (frequency of occurrence)
O lahie (No) O lalns1u (Unknown)

AldueTosonnng
vauginaLme (User of device

at the time of the event)

O YAAINININTUINEY (Healthcare professional)

O e (Patient)

O HouadUre/dauadnitae (Patient/sick animal caregiver)
O 8u 9 3¢ (Other, specify)

ANWULNIT LA DI DLNNE

(Usage of device)

O misldnsausn (nitial use) )
O maﬁm’%aaﬁammﬂ%ﬂi’mﬁmmijfsz?w (Reuse of a single use device)
O nsiesossiounmeldglaunldan (Reuse of a reusable device)
O Re-service/Refurbished
O #u 9 58y (Other, specify)

uugnlasuRansEnuiuwmgn1salil

(Number of patients involved)

° A oA sl a Y o Pd
AMUIUAITBINBDELANE NN LIV EJ\‘]ﬂ‘UWWJ' NEUU

(Number of devices involved)




&. tayaglaTunanssnuiawene (anensalifawnnsaldulinsUseas) (Patient information (only for adverse event))
Alssunanszny O e (Patient) O &nithe (Sick animal)

(Affected person) O fauage/dauadnitae (Patient/sick animal caregiver)

O UARINTNNITHINEY (Healthcare professional)

O 8u 9 38Y (Other, SPECify) ...
O 'laims1u (Unknown)

WA (Gender) O e (Mate) O Q4 (Female) O lains1u (Unknown)

1) (Age at time of the INGideNt) | w-vovrvvvrerrcro @ (yean)Adau (month)/4u (day)) O linsau (Unknown)
vhmitn (Weight) | e Alansu (kg)

NANSTNUALAATY

(Health impact)
(IMDRF Annex F)

mssnwUieilasunansenu (Treatment of affected person)

HAANS O Fe%3n (Death) (3ufl (Date): .../t )
(Patient outcome) O Faldmeduun@ (Not yet recovered)

O meduuni (Recovered) (Fuil (Date): ....... [ovooriid o)

O #u 9] 38U (Other, SPECIY) ...
. NANIHBUAIU/ATIVTUVILHEN/AT1vRINENS U

(Results of investigation/inspection from manufacturer/product owner)
A8N139 9@

(Type of investigation)
(IMDRF Annex B)

NaN1IMIIdDU

(Investigation findings)
(IMDRF Annex C)

A3UNANTINTINEDY

(Investigation conclusion)
(IMDRF Annex D)

d1uusenau (Component) (IMDRF Annex G)

finssfiunmsuiludfiennuvasnsenselyl (s there any policy created for Field Safety Corrective Action?)

O 1548 (No) O & (Yes) (HPVC-MD3 oo )

nsaiunisunla/Jesiu (Remedial action/corrective action/preventive action)

o. ToyaLNUANDU q NNEITas (Other information)

[ drmdrvesusevideyaissylitdugndomanduasmuiladsunsiudoya
(I attest that the information submitted is true and accurate as | have been informed.)
awilede (Signature)
¥oU0331891U (Name of Reporting Person)
Juis1897U (Date of this report)



