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IM DR International Medical Device
Regulators Forum

NATIONAL COMPETENT AUTHORITY REPORT EXCHANGE FORM (NCAR)

This form should be used for the exchange of medical device information bety NCAR particip only. Comp forms should not be
released to the public. All information contained in this form is considered confidential unless specifically indicated otherwise in section 3 orin
the background section of the annex.

1. CA Report Number: =CA reference number=

[ New
] Amended

2. PURPOSE of the EXCHANGE:

[ Share Information
[J Events leading or highly likely to lead to unanticipated serious public health threat.

[ Observations from national trend analysis
' K [ Share Information as outlined in Section 4.1.3
ﬁ [0 Request Information

[ Summary of query findings

3. Confidentiality/DISTRIBUTION CHANNEL
[ Yes/Restricted. (The authoring NCA may share only with NCAR exchange program members with whom the
NCA has confidentiality arrangements).

[ N Al NCAR Exchange rogram members. *g% ’I_Zu? ,li 'I‘H *& 75§z§ i ;h} %) 75\

DETAILS OF INITIATING NCA

Authoring NCA; | =name of CA=

=~

NCARiZH &
O &

5. Contact Person: | ~name of contact person= 6. Telephone: <telephone number=

™

E-mail: <email address> 8. Fax: <fax number=

Circulated: =date circulated - dd/mm/fyyyy=

i

DEVICE DETAILS

10. Generic name [ Kind of device:

11. Nomenclature Type: 12. No/ Code:

% :g *}gz aﬁ 13. IMDRF Medical Speciality Area: (list detailed in Annex 2)

14, Trade Name and Model:

Eg 15. Device also marketed as (trade name), if known:
16. If Applicable, UDI #: 17. Software version (If Applicable):
18. Serial number(s): 19. Lot/ batch number(s): 1 1
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NCAR #EHkX (2)

IMDR International Medical Device
Regulators Forum

I M DR International Medical Device
Regulators Forum

ADDITIONAL RATIONALE AND REMARKS

Regulated Parties
" 26.
] ] 22, If Applicable, CAB /
21. Entity legally representing the Notified Body #:

20. Manufacturer:

manufacturer:
Country: Country:
IJ ‘ﬂ: E —— DETAILS OF RESPONDING NCA
I I 1 .
n 7% J L, Full Address: Full Address: 27. Responding NCA: <name of CA=
<name of contact person=> Telephone: <telephone number=
L

FINAL SUMMARY / COMMENTS

28. |
BACKGROUND INFORMATION AND REASON FOR THIS REPORT

: 5
23. =hackground of guery / notification of lead CA=> *EE g/ } ,

e B =3
B =8 &

Is the Investigation of the report Complete: [ Yes [ ] No E
—

-

— 7

Attachments: [_] Yes [] No

— Contact: Contact: Contact Person:

—

=:- E-mail: <email address= Fax: =fax number> A & ﬁ
n_— ' \) Telephone: Telephone: n m

Email: Email:

1

{... Include info re manufacturer/assembly location)

QUESTIONS AND RESPONSES (If Applicable)
24, Deadline For Response: <date of deadline for response - dd/mmiyyyy>

Question Answer Rationale / Remarks

B &[o

It

25,

12

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.

Pharmaceuticals and Medical Devices Agency



NCAR B DETHEA

FEDRH ZFI

xt L TNCARZH£HT %
mwams |/ NCARIS 2y s o B0 NCAR
NCAR%12H ZET 52 EHTH D72

SMA /18—

FHREED=H

_ NCAR®D
Lz OF—%H#AF
A IN—
[CIRMmER
IMDRF
NCAREHBBE

XNCAR(L., MFERINEFENIBELNHD
&M, NCAREHE & FHICEET 2EUR
HEZXHTZEMNEELLY,

13

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.

Pharmaceuticals and Medical Devices Agency



NCAREHFB &L ?
]

202318 & Y PMDAAY
IENCAREFE/H %Y

« NCARZOSSLALIZSNMLTWARHILEMNSEH S, FHIZ
3~5£Eo

« NCARDIEHOA N—YRXRMNGEEDBEEBEITO,

« NCARZZ5ELT=5. NCARE L TIESRACHAT A EE(ICEEY T HH
FIBr9 5,

o WM AEESELZLINCARTHNIE. NCAREERMNE A /\—[Tx

LTEEYT 5,
« ZHELI=-NCAROHNABEUNCAREZEBDMIGIZDOLNT, T—42AN
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