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Nountysan/a 3ppascreeH paboTHUK,

Uenta Ha oBa nucmo e ga Be wssectu gexka Medtronic A0OPOBONHO NOB/EKYBA KOHKPETHW MPOW3BOAHM CEpUM Ha

MeAunumrHckuTe nponssoam 3a embonuzaumja Pipeline™ Flex, BKNYYUTENHO M MEAMLIMHCKUOT NpoM3Bog, 3a embBonusaymja
Pipeline™ Flex co Shield Technology.

Onwuc Ha npo6aemorT:

Medtronic fo6u n3secTysatba 3a CEPMO3HM NOBpeAU M CMPTHWU CAyYan NOBP3aHM CO NYKHATMHA Ha AWUCTANHWMOT Aen Ha
AULATa 33 MCNOpPaKa Ha uHcepTtoT Pipeline Flex™ 3a Bpeme Ha ynotpeba. Mpeky ucrpara, yTBpaMBMe AeKa OCHOBHaTa
NpWYMHa BAKjae BP3 NPOMU3BOSHUTE CEPUM HABELEHM BO oaAenoT Oncer Ha NPow3BoA AaAEH BO NpogoaxeHue. pumeHeTH

Cé KOPEeKTMBHM AejcTBa 33 pewasarbe Ha OCHOBHMOT npobiem. Osa NOBNEKYBatbe € OrpaHUUYeHO CamMO Ha KOHKPETHM
NPOU3BOAHK Cepuu HaseaeHu o Mpuaor 1.

Pusuk no 3apasjero:

o 2 jynu 2021 roguHa, Medtronic no6u W3BECTYBatba 3a 71 NOTBPAEHWU U HENOTBPAEHM HanykHysarba. OBMe HacTaHu
BKNYHyBaaT M3BeCTyBarba 3a Aecet (10) cepuosHu nospeau u asa (2) cmpTHU cnyvan. EgHa (1) gononHutenHa cepuosHa

nospeaa ce cnyuuna so Eepona (duncka), a cute Apyri CEpUO3HM NOBPEAM M 2 CMPTHM Cayvau ce cayunne Haasop og Espona,
Ha BAUCKUOT UCTOK U BO AdpuKa.

YnoTpebaTa Ha NpousBOAOT NOFOAEH OA NPOBAEMOT MOXKE A3 A0BEAE A0 HEecaKaHo HanykHyBarse, 0AHOCHO, AUCTaHMOT
AE/ Ha 3KULIATA 33 MCNOPaAKa Ce 0ABOjYBA O/I MHCEPTOT 3a BpEME Ha UCMOPaKaTa M NOCTaByBarbero. AKO Aojae A0 04BOjyBakse,
TOraL T0a MOXe A3 PE3yNTMPa CO 3HAYMTE/IHA NOBPEAA Ha NALMEHTOT, BKNYYYBajKku U NPOAO/MKYBALE HA NOCTANKATA, cTpaHo
TENO, NCXeMUUEH MO30UEH Y/AaP, UHTPAKPaHKjaNHO KpBapetbe, HeBPONOWKM ALULMT U/UAK CMPT.

PU3MKOT 04 HanyKHyBarbe ce maHWdecTUpa camo MHTP3-ONepaTMBHO. AKO MeAMUMHCKMOT npouseog 3a embonusaumja
Pipeline™ Flex e ycnewHo BrpageH, Toraw Hema 3rosemen PU3MK 33 NALMEHTOT Koj npowusnerysa oA 0Boj npobnem.
MauueHTuTe co BrpadeH ypea Tpeba aAa NPOLONKAT CO BOOBMUaEHMOT TEK Ha TPETMaHoT.

Oncer Ha npousBoA;:

KOHKpeTHW nNpousBoAHM Cepun 04 cUTe MOAENW Ha MeAULMHCKUTE npou3soau 3a embonuszaumja Pipeline™ Flex u
MEeAMUMHCKUOT NpousBos 3a embonumsauumja Pipeline Flex co Shield Technology kouwTo ce Npou3BeseHn BO NEpUOAOT 04,
anpun-oktomepu 2019 roguHa (AaTymm Ha McTekyBarbe: anpun 2022 roguHa — OKTOMBPY 2022 rognHa) 1 anpun-maj 2020
roauHa (4atymu Ha ucTekyBarbe: anpun 2023 roguHa — maj 2023 roguHa) ce norogeHu og 08oj npobnem. MorneaHere ro
Mpunor 1 - Cnucok Ha npoussoau co 6poesu Ha KOHKPETHWTE NPOM3BOAHU CEPWM NOTOAEHU 0Z 0BOj Npobaem.

Mmutba Ha npoussoau, Bpoj Ha npou3Boa/KaTanoLwKu 6poj Ha NPOM3BOAUTENOT
EanHCcTBEH nAaeHTUdUKATOpP Ha ypeaoT
(ako e npumeHnmBo)

MeauumHcku npoussog 3a PED-250-XX, PED-275-XX, PED-300-XX, PED-325-XX, PED-350-XX, PED-375-XX,
embonusauuja Pipeline™ Flex PED-400-XXPED W 28 K RED-450-XX, PED-475-XX, PED-500-XX

MeauumMHCKM npoussog 3a
embonusauuja Pipeline™ Flex co Shield
Technology™
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Lo Tpeba ga ce npeseme:

Hawata esuaeHumja ykawmysa gexka Bawara yctaHoBa WMa eaHa waAM noseke CepuK 0, NPOM3BOAMTE MOTOAEHU Of 0BOj
npo6nem. Cepuckute 6poeBU Ha NPOUIBOAOT NOTOAEH OA 0B0j Npobnem ce HaseaeHu Bo Mpunor 1. CNUCOKOT CO NPOM3BoAK

KOuWTO ce noroAeHK oA 08oj npobaem e nogeneH cnopes 3-meceueH NepUos Ha UCTEKYBatbe co Uen Aa NomorHe npu
npernes Ha MHBEHTapOT.

CneacteeHo, Medtronic 6apa segnal aa ru npesemeTe cNeAHWBE NOCTanKu:

1. Bp3 ocHoBa Ha NPOM3BOAOT KOj ce Haofa Kaj Bac, nposepeTe ro nepuogoT Ha UCTEKYBAE, KAaKo LUTO € HAaBEeAEHO Ha
AATYMOT Ha UCTeKyBatbe Ha ypeaute Pipeline. (MorneaHete ru 03HakuTe aafeHu Kako npumep Bo lpunor 1 3a pa
BUAUTE Ka/le Ce Haofa JaTYMOT Ha MCTeKyBakbe Ha 03HaKuTe Ha Pipeline).

2. AKO HeKoj Npou3BoA, Cnopes nepuoaoT Ha UCTeKyBakbe, Cnara BO Hekoja rpynute: anpun 2022 — oktomspi 2022
unu anpun 2023 - maj 2023, Toraw norneaxete ro Mpunor 1 3a ga ja yTBpauTe rpynata M Aa ro npernepare
CepucKUoT bpoj Ha Bawwuort ypea.

3. Ce cvera Aexa cuTe ypeau Kaj kou e 3abenexan HeKoj oa cepuckuTe bpoesu HasegeHu Bo Mpunor 1 ce BO pamKu
Ha M3BecTyBatbeTo 33 NOBAEKYBatbe.

4. HE KopucTeTe HUKaKOB OWTEeTeH NpousBos,. OTCTpaHeTe U M301MpajTe ru cute HeynotpebeHu 3acerHaT NpoU3soAM
op, Bawute 3anuxu.

5

Bparere rvi 3acerHatute npounssoam A0 Medtronic. BawuwoT 3actanHuk 3a Medtronic moske Aa Bu nomorHe u onecHu
NpW Bpakatbe Ha 3aCerHaTMoT NPoM3so . AKo e notpebeH antTepHaTBEH NPpou3BoA, BawmoT 3acTanHuk 3a Medtronic
Moe Aa Bu nomorHe fa oapeanTe cOOABETEH 3aMEHCKN NPOM3BOA,

Medtronic ru npeseae HEONXOAHUTE YEKOPM 33 A3 CIPEYM UAHA UCNIOPaKa Ha 3aCErHaTMoT npousBo,

MNpeHoc Ha oBa coonwiTeHue:

Cnopenete ro oBa coonwTerue co Bawarta opraHu3aumja, co Apyrv opraHM3auum Kage Gune AvcTpubyupatu ypegure
noroseHu o, 08oj npo6aem, Kako M co koja 6uno Apyra opraHK3aumja Koja MoOXe Aa e 3acerHaTa o4 0Baa nocTanka.

3auyBajTe Konuja o 0Ba NMcmo 3a Bawara esugeHLmja.

[OononHurenHu MHQOpmaguu:

AreHuujaTa 3a 1eKosM U meauLMHCKK cpeacTea (MAS/IME/L) e u3secTeHa 3a 0Baa NocTanka.

Huve cme nocseTenu Ha GesbeaHOCTa Ha NaUMeHTUTE M ja LieHumMe Bawara HaBpemeHa peakumja 3a 0Boj npobnaem. ¥an Hu e

32 CUTe HenpUjaTHOCTU LITO MOXE fa HaCTaHaT 04 0BOj Npobaem. AKO UMaTe HEKaKBM NpaLlaiba, obparerte ce Kaj Bawwnor
3acTanHuk 3a Medtronic Ha <rserafimoska@alkaloid.com.mk>.

OLrOBOPHO /IULIE 3A ®PAPMAKOBUTMAAHLIA U MATEPUOBUTUNAHLA:
HeseHa CraHkoBa [loHeBCKa

+389 72 211 085

nstankova@alkaloid.com.mk
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Mpunor 1 - Cepun Ha npoussogoT norogex oA npobaemor
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