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APPLICATION FOR EXTENSION OF MEDICAL
DEVICE NOTIFICATION ACCORDING TO SECTION
36 OF THE ACT ON MEDICAL DEVICES

Medical Devices Branch



Medical Device notification extension

e, SUKL

A medical device notification shall be effective for the period of five
years of the date of coming legally into force of the decision on
notification.

The notification may be repeatedly extended, always for the period of
five years. The application for notification extension may be filed six
months before the expiry of its validity, no longer, however, than two
months prior to ist expiry; Section 32 of the Act on Medical Devices
(Act on MD) shall apply accordingly to the particulars of applications
for notification extension as per Section 31; Section 34 of the Act on
MD shall apply accordingly to the particulars of applications for
notification extension as per Section 33.

The period of notification extension shall follow up on the last day of
the originally established validity of the notification.
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Note:

~

~

Q
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Before filing the application for Medical device notification extension, the particulars of
registered Medical device shall be verified to ensure that all data is up to date and valid.

In case, the registered data is not valid, it shall be updated via the application for Medical
device change (Manual Application for Medical device change) according to Section 35 par. 4
of the Act on MD. The application for Medical device extension shall be filed followingly.

No data of a registered Medical device can be edited within the application for Medical
device extension. By filing the application for Medical device extension the applicant
confirms, that all data of the Medical device is valid and up to date.

In the event that the application for Medical device extension is not filed until the date of
medical device notification validity expiry, the notification of medical device will be
invalidated.
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Log in the Registry and access module Medical Devices
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Click List of Medical Devices (MD) to access registered
Medical devices

LG

Home Person Medical Clinical
g H devices Investigation

Medical devices

| Medical devices |

Mavigation i
List of MD : | Number of notified MD’s according to § 31: 11
Edited applications . Number of notified MD’s according to § 33: 34

- S | Number of notifications of medical devices before expiration date: 20
Filed applications -

Issued decisions

_ — Active applications |

| .Ne?f MD. __ | Application status
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Medical device nofification which is due to expire in 6 months
bears a marking of a yellow triangle

Pl b 00011432 g,
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Click Close-up to access the Medical device detail

st TS
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Six months prior the expiry of medical device validity the icon
Application for renewal is activated (application for Medical
device extension)

VID detail « List of MD « Medical devices

— Medical device identification
Mavigation a

List of MD
, S Ref. No. 00012917
Edited applications

Filed applications

Issued decisions

Action i

Application for renewal Detailni informace

Application for change

Close-up | Versions History Decision | Applications F

Medical device version Obecny zdravotnicky pn
Application for remove

Reporis i
Type of MD evidence Motifikace dle § 31

Print medical device
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Click Application for renewal to open the form of the
application for Medical device extension

Subject The request for an extension MD ALlEE =L0L
status
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To file the application click File

Action A

[ Delete )
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A

notice

is displayed. Confirm and

click

File.

Confirming the notice, the applicant declares that all

reqgistered Medical device data is valid and up to date.

Note: the notice is not available in English

Pouceni ®

Podanim Zadosti o prodlouZeni ZP potvrzuji, Ze veskeré udaje v&. pfiloh na detailu
zdravotnického prostiedku jsou aktudlni a platné. Aktualizaci idaji, pokud se od vydani
rozhodnuti o notifikaci predmé&tného zdravotnického prostiedku Ustavem zménily, jsem

provedl/a formou podani Zadosti o zmé&nu Gdajd v souladu s §35 odst. 4 zdkona €.
268/2014 5Sb., o zdravotnickych prostfedcich a o zméng& zakona €. 634/2004 Sb.,
o spravnich poplatcich, wve zn&ni pozd&jsich pfedpisi (ZoZP). Beru na védomi,
7e nepodanim Zadostidle § 35 odst. 4 ZoZP pfizmé&n& udaji se mohu dopustit
pfestupku, za ktery lze uloZit pokutu aZ do vyZe 200.000,- K&.

Veskeré (daje jsou zpracovany pro Ocely Registru zdravotnickych prostfedkd (RZPRO).
S témito Gdaji bude nakladano pouze zplsobem odpovidajicim prislusnym ustanovenim
zakona €. 101/200 SB., o ochran& osobnich Udaji a o zméné nékterych zakond,
ve znéni pozdéjiich pfedpisd. K osobnim udajim budou mit pFistup pouze opravnéné
osoby vazané mléenlivosti.

Prohlasuji, Ze vSechny udaje uvedené v této Zadosti jsou spravné, aplné,
zakladaji se na pravdé a odpovidaji aktualnimu stavu a jsem si védom
svych zakonnych povinnosti..

File
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The application has been filed.

Application has been filed
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When filing an application for extension of a Medical device
notified according to Section 31 of the Act on MD, payment

prescription is generated. The payment shall be made under
the variable symbol in the prescription.

Zadost byla podéna

Platebni predpis

V platebnim pfedpisu najdete wviechny potfebné naleZitosti k zaplaceni vymérengho
poplatku.

Zobrazit UloZit
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Status of the application may be checked under Filed
applications

Medical devices

Navigation N

List of MD

Issued decisions

Action K

Mew MD
Application of FSC
Import XML v
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Application acception

The Institute accepts the application for Medical device
extension in case, all data of the registered Medical
device is up to date and valid.

The validity of Medical device is extended by 5 years as
of the date of coming legally into force of the decision
on Medical device extension.
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Application withdrawal

The application may be withdrawn at any moment
since filing until the Decision is issued.

Attention — this step is irreversible!

Detail of new applicatic

Mavigation i
MO detail
List of MD
Back to applications
Issued decisions

Action i

Withdraw application

Reports i
Copy of the application
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Status in RZPRO

%, EDITING — (reference number issued) you may edit (modify) the application

%=, SUBMITTED - the application has been filed or appended to the Institute

%, PROCESSED — the application is being assessed by the assessor

%, ACCEPTED - the application meets the legal requirements and the Institute has issued the decision

%=, CALL FOR COMPLETION - you have been delivered call for completion, it is necessary to append
the application within the predefined timeline set forth by the resolution, which is part of the call
for completion

%, STOPPED - you have not appended the application within the predefined timeline, the Institute
cannot confirm the application, you will be informed thereof by a letter sent via post or data box.

=, THE APPLICATION WAS WITHDRAWN - you have taken your application back. The decision cannot

be issued. You shall be informed on this fact by a resolution sent via the data box or post. After the
resoulution has been issued, the application status changes to ,,cancellation administration®

%, CANCELLATION ADMINISTRATION — see THE APPLICATION WAS WITHDRAWN.
You may find only status Editing in the list of EDITED APPLICATION:

%, EDITING — (no reference number issued) the application has not been filed, you may edit it.
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In case of doubt contact the State Institute for Drug
Control:

Methodology requests:
email: SZP_RZPRO_dotazy@sukl.cz or
tel. + 420 272 185 262 on Wednesdays between 9:00 a.m. and 12:00

alm.

Expert requests:

email: ran@sukl.cz

tel. +420 272 185 600, Monday and Wednesday — 9:00 a.m.-11:00
a.m., 1:00 p.m - 3:00 p.m.
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