[Tputor 6.

CurypHocHo obaBelTemhe Ha TEPeHy

XutHO CUrypHOCHO 00aBEIITEHE Ha TEPEHY

Komepiujanuo ume noroheHor MeIMIIMHCKOT CpeJIcTRa:
Commercial name of the affected product:

Unentudukarop CUrypHOCHO KOPEKTHBHE MEPE Ha TEPEeHy (HIIp. JaTyM):
FSCA-identifier (e.g. date):

Tun mepe:
Type of action:

Jlatym / Date:
ITaxxma / Attention:

[Toganum o noroheHUM MeIMIMHCKUM CpPeJICTBHUMA:

Crennduynn nmoganu koju oMmoryhasajy nako waeHTH(HUKOBamE MoroheHor mpousBoja HIp.
THUII, Ha3UB MoJienia u 0poj, cepujcku Opoj, 0 JHOCHO Opoj cepuje u Jeo uim Opoj Hasora.

VHeTH WIM TPHIOKUTH JIMCTY IOjeJIMHAYHUX MEIMIIMHCKUX cpejcrtapa./Specific details to
enable the affected medical device to be easily identified e.g. type of device, model name and
number, batch or serial or lot number.

[IpunoxuTy MeTy nojeAMHAYHUX MeMIMHCKUX cpectaBa/Attach list of individual devices.
(Moryhe pedepeniie Ha uaTepHEeT cTpaHuiu npoussohaya/Possible reference to a manufacturer
web site.)

Onuc npo6nema/ Description of the problem:

M3jaBa 0 unmeHHIIaMa Koja odjarimasa pasiiore 3a CUIypHOCHY KOPEKTHBHY MEpe Ha TepEeHy,
yKJbyuyjyhu onuc HeJocTaTKa WM HEMCIPABHOCTU MEJIMIIMHCKOI CPEJCTBA, pa3jalllibaBarbe
MIOTEHIIMjaJIHE OTTACHOCTH TMOBE3aHEe ¢a KOHTHHYHPAHOM YIIOTPeOOM MEIMIIMHCKOT CPEeICTBA U
MIOBE3aHOI pHU3UKa 110 TallijeHTa, KOpUCHUKA WM apyro juue. CBaku moryhm pusuk mo
narujeHTe MoBe3aH ca MpPeTXoHOM yrorpedoM norohenux meaunmuuckux cpeacrana./A factual
statement explaining the reasons for the FSCA, including description of the device deficiency
or malfunction, clarification of the potential hazard associated with the continued use of the
device and the associated risk to the patient. user or other person. Any possible risk to patients
associated with previous use of affected devices.

[Tpeutor Mepa koje npeay3uma kopucHuk/Advise on action to be taken by the user:



Yxpyuntu, o norpedu/Include, as appropriate:

1) wienTudUKalM]y U KapaHTHH MeJuiMHcKor cpejactsa/identifying and quarantining
the device;

2) MeTo/1 OnopaBKa, ojijlarama Wik Moudukanuje Meauiackor cpeacrsa/ method of
recovery, disposal or modification of device;

3) npenopyueHo mnpaheme nanujeHTa, HOp. UMIUIAHTATH, 3a in Vitro JujarHOCTHYKA
MeaMIMHeKa cpejcTBa/recommended patient follow up, e.g implants, IVD;

4) Bpemencke okBupe/timelines;

5) ofpa3ail moTBp/e Koja ce 1majbe mpou3Bohady, 0JIHOCHO OBIaIINEeHOM Npe/ICTaBHUKY
npousBohaua ykoamko je notpedna mepa (Hip. Bpahame npoussoaa)/Confirmation form to be
sent back to the manufacturer if an action is required (e.g. return of products).

[TpocnehuBame obaBemrema: (ako je oarosapajyhe)

Obagerireme ce npociehyje ceuma koju Tpeda jga Oy/1y YHO3HATH Y BallO] OPraHu3aiuju Win
OMII0 KOjO] OpraHu3aluju Ije ¢y NOTEeHUHMjaTHO rorohena MeaMilMHCKAa CpejcTBa IociaTa./
This notice needs to be passed on all those who need to be aware within your organisation or to

any organisation where the potentially affected devices have been transferred.

MonumMo 1a ce obaBewiTere MpOCIeH JAPYIHM OpraHusaiijama Ha Koje oBa mepa yruye./
Please transfer this notice to other organizations on which this action has an impact.

MonrMo Bac Ja ojpikaBaTe caszHarbe O oOaBemTery W pesyirupajyhum aknmjama 3a
oaropapajyhu nepuoj kako Ou ce ocurypana e(puKacHOCT KOpeKTHBHUX Mepa./Please maintain
awareness on this notice and resulting action for an appropriate period to ensure effectiveness
of the corrective action.

[Tonamm o konTakT ocodu/Contact reference person:

Wwme u npesume, opranusaiiuja, ajpeca, KoHTakT nojau./Name, organisation, address, contact
details

[Tormue norephyje f1a je oGaBemTeHE 10CTaB/LEHO ATCHIIH]H.
(3axspyunu crap/Closing paragraph)

[Tornuc/Signature
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