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l4rxo 6es6e4HocHo h3BecryBalbe

lzlgeHrrQra xaqhoHeH 6poj Ha AoKyMeHT:
A11 REC 171955 EN 01

fl poraaeo4: Dynetic-35 Peripheral Bal loon-Expandable Stent System

Cxonje, Hoennapra 202L

fl ovrryeaH 3ApaBcrBeH pa6ornr x,

BloTRoNlK AG uurqr,lpa 4o6poaorHo 6es6eAHocHo KopeKrhBHo 4ejcrao 3a noBreKyBaFbe Ha cneqr$rvHu
cep.Av Ha npoh3Bo4or Dynetic-35 Peripheral Balloon-Expandable Stent System oA na3apor.

tr

Onnc na npo6aennor:

3a npenne Ha BHarpeuHa hHcnexqrja, Biotronik vrBpAAn AeKa HeKonKy creph ntlsnpaHu (ecnvxn o4
npoh3BoAor Dynetic-35 He 6rne qenocHo 3arBopeHh, ruro MolKe 4a ja xonnnpoMnrhpa crephnHocra Ha
MeAhqHHcKoro cpep,crBo. [laqneHrrre rperrpaHh co Hecreph.nHo MeAhLlt4HcKo cpeAcrBo, Moxe Aa
crpaAaar oA noreH qujanua n n$e xr4raj a,

flocera, Biotronik xema 4o6reHo nonnaKn 3a HeKoMn.nerHo 3arBopeHil crepunu3npaHn (ecrvxu,unu 6vtno
KaKBa noBp3aHa LUTera xaj naqnenrn. Bo cexoj cnyvaj, Biotronik,qo6poaonno ro hHnqhpa oBa 6es6e4HocHo
KopeKThBHo 4ejcrao KaKo MepKa Ha nperna3.nhBocr KaKo Aen oA HeroBara nocBereHocr 3a 6es6e4Hocr Ha
naqHeHThre h KBannrer Ha npoh3BoAor.

flo4aroqu 3a 3acerHarror npoh3BoA:

-i

Dynetic-35 e BacKynapeH creHr o4creM 3a rperMaH Ha de novo nnn pecreHorhLrHh arepocKnepol4qHh
ne3t4t ao rlnjavnhre aprepilh.

3acerxar npoh3BoA:

"Be Mo.nhMe norneAHere ja npnxaqeHara .n rHaT npoh3BoA."
Co oaa ,qo6poaolxo 6er6e4Hocxo
Dynetic-35 Peripheral Balloon-Expan
3acerHaTh,

AreHqrjara 3a neKoBh h MeAt,tL{I4

KopeKrhBHo 4ejcrao.

e 3acerHaTa caMo e.qHa cepnja oA npoh3BoAor

,{pyrrre cepvn He ceHa Ha crpaHa 3.

hpaHa 3a oBa 4o6poaonno 6es6e4nocHo
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Coeerh aa 4ejcrarja uro rpe6a Aa rn npeB3eMe 3ApaBcrBeHror pa6orHr4K:

enope4 Hauhre sanvcv, en 6Ano rcnopaqaHo MeAilLp4HcKoro cpeAcrBo Dynetic-35 Peripheral Balloon-
Expandable Stent System oA 3acerHarara cepraja. f'lorpe6na H14 e Baula copa6orxa Bo Haulhre Hanopt4 Aa ro
KoMnnerhpaMe oBa 4o6posonHo 6ea6e4nocHo KopeKTilBHo gejcreo. 3aroa, Be Mo.nhMe cneAere rh
14 HCTpyKr_lh hre Ha BeAeH h noAony.

L. llpexnuere ja cexoja noHaraMourHa ynorpe6a na 3acerHarara cepraja oA npon3Bo4or Dynetic-35
Peripheral Balloon-Expandable Stent System. l44eurn$r,rxyaajre rh h orcrpaHere ril chre napqhFba

oA 3acerHarilor Dynetic-35 Peripheral Balloon-Expandable Stent System oA Baruara sanJtxa,

tt3Aaojre rn na 6es6e4no Mecro n cooABerHo o6enexere rh.

2. Koprcrere craHAapAHta 6onsnqxh npaxTuKh r npoUeAypr 3a cneAeFbe Ha naLlileHrrre xon 6rne
rperH pa H h co 3acerH aToTo MeAh Llh HcKo cpeAcTBo.

...' 3. f'lpovrarajre, nonorHere, nornhuere h hcnparere ro O6paaeLlor 3a oAroBop oA KopncHhK Bo nphnor
Ha oea 6es6cAHocHo l43BecryBaFbe. lie Be KoHraKThpaMe 3a Aa rr,r co6epeMe cilTe npeocraHarh
Ronne.A+vl oA 3acerHarara cepr.rja oA npoil3BoAor Dynetic-35 Peripheral Balloon-Expandable Stent
System. Be mornnne npeAaAere rh cilTe 3acerHarh npor3BoAn vI opttfnlan+o nornn[IaHhor
O6paaeq 3a oAroBop oA Kop14cHvrK.

4. ly'geecrere rh cHTe 3ApaBcrBeHI pa6orHuqr Bo Bauara opraunaaqnja, xora rpe6a ga 6ngat
ra nQopnnn p a+n, 3a oea 6ea6e4HocHo h3BecryBa Fbe.

:

llonon u nrea u n n n SopMa Llh l,l

floxonxy hMare Aono/rHhrenHh npaurattavnn ara rpe6a noMolu Bo BpcKa co oBa 4o6poeonHo 6ea6e4Hocno
KopeKTNBHo 4ejcrao, Be Mo.nhMe KoHTaKrhpajre ue.

Oapma Tpej4 Aooen
Vn. AuroH flonoe 6p.1/L-3,3.000 Cxonje

Mapnja l-yreea
O,qroeopHo .n il Lle 3a Qapnna xoar rhna H qa n MarephoBh rhna H qa

Ten/Oaxc: +389 2 3298782
Mo6: +389 78 338 676

E-mail : mariia@farmatreid.com. mk

Ce h3B14HyBaMe 3a 6uno KaKBh

6es6egHocHo KopeKThsxo 4ejcrao.
Ha o4pxyBalbe Ha Bauara 4oaep6a

HenphJ

Hne ja

BO OAHOC H

fn npeAh3BilKa

no oBa npaulaFbe

npoh3BoAr4.

oBa 4o6poaonHo
h cMe nocBeTeHr

Co novnr,
Maprja fyneea
O4roeopuo nhqe 3a Qapnnaxoer tu1na+\a vI
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/lucra Ha 3acerHar Rpot43Bo4 ra cepraja:

Eynetic-35
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O6paseq 3a oAroBop oA Kopt4cHHK

,{o6poaoaHo 6e36eAHocHo KopeKrh BHo AejcrBo

l44eHnaQrxaqhoHeH 6poj Ha AoKyMeHr:
A11 REC t7L967 EN 01

ll ponaao,q: Dynetic-35 Peri phera I Bal loon-Expanda ble Stent System

Be ruonnnne hcnparere Hh nononHer h nornhuraH O6paseq 3a oAroBop oA KoplrcHhK Ha cneAHara e-mail
aApeca : mar:i ia@farfnatreid.com. mk

Be nnonume nononHere ro oeoj o6paseq h Bo cnyqaj 4a nemare Hhry eAeH 3acerHar npoh3Bo4.

Hashe Ha 6onnrqa:
A4peca:
l-pa4:

,{pxaea;

Aejaeu:

1) [opeHaae4eHara 6onnrr-1a norBpAyBa AeKa e nphMeHo oaa 4o6poBo.nHo 6ea6e4nocFro KopeKThBr-rc)

4ejcrao aa Dynetic-35, 4o6poao.qHo hHt4t_lhpaHo o4 BIOTRONIK AG.
2) Crre s4paBcrBeHh pa6orHl4ur4 Koh e norpe6Ho 4a 6ngar nHQopnnnpaHh 3a oaa 4o6poBo.nHo

6es6egHocHo KopeKThaHo 4ejcrao ce h3BecreHh,
3) Crre Mecra KaAe luro Moxe Aa ce cKnaAilpaHh 3acerHarhre npor3BoAr4 ce npoBepeHh v,l

npoh3BoAhre ce orcrpaHerh na 6es6e4Ho Mecro,

Be nnonrrne o3Haqere ro coo4BerHoro none no4ony:

fl Hrae HeMaMe Ha 3a/thxa Hhry eAeH npoh3BoA xoj e uaeenqeH Bo oea 6e

E Hrae ilMaMe Ha 3anhxa oA npoil3BoAhre Koh ce HaBeAeHr Bo oBa

-> Be Mo.nHMe nono/tHere ja aucrara Ha BTopara crpaHa.

BxynHa Ko,nhLthHa oA 3acerHarhor npoh3BoA: _ Dynetic-35

florep4yaaMe AeKa cute wsjaen ce BhcrLtHhrt t4 rov+V.

l4t.'ae u npe3hMe Oynxqrja KoHraxr reneQoHcxn 6poj
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Ilmcta Ha 3acerHar npoh3Bog Ha 3anhxa:

Hasra Ha 6onHhqa:
A4peca:

pe rvronrarue HaBegere rn cnre Dynetic-35 nporsBoAn Kor ce 3acerHarh co oBa 6ea6eguocxo KopeKThBHo

flejcrBo Bo oBaa nu(xa.

Dynetic-35

.:l

Bxynuo Dynetic-35:

Be monume o3Hartere ja exynnara Ko/rhr{14Ha Ha npot,l3BoAr Kor4 rie 6ra4ar BpareHH u Ha npBara crpaHa.
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