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llouuryeau14 3ApaBcrBeHu pa6oruuqu,

I-\elra Ha oBa rucMo e 4a Be rzu(lopvlapa aer<a Abbott o4ryun 4o6poeonuo Aa rH roBreLle BaJIBynHTe

o4 fianaulrzjara TrifectarM u TrifectarM co JrH3raqKa rexHorornja (GT).

Ha 27 $enpyapn 2023 roAHHa, Abbott ro coorrurn noreHqnjanor sa paHo HapyulyBaH,e Ha

crpyKTypHara BanByna (SVD) v [a1e Mr4cJreFLe 3a MeHauaparle co narIHeHTr4 3a oHhe naqueHTl4 Ha Kor,I I4M ce

BrpaAeHu BanByJrure Trifecta pr Trifecta CT. IlperreAor Ha o6jaaeHara nareparypa H rloAaroquTe oA

KJrr4Hr4LrKr4Te hcrtHTyBaFba rroKa)r(aa AeKa npnjaaeunre crarrKu sa SVD 3a BanBynara Trifecta ue ce nocrojauo

BO CO|JTaCHOCT CO OqeKyBaHHTe rrOAaTOr-lH OA KJTHHHqKHTe HCrrHTyBarLa H nOKa)KyBaar rlofoJlerrra uapr,rjaquja

norraeiy MeAHqHHcKr4Te r-(eHTptz Bo oAHoc Ha KoMraparopHure BanBynH. Ilpoqenrara Ha Abbott 3a

HH(HAeHuara v pv3vtr\t4Te He e [poMeHera oA KoMyHurcaqujara no Senpyapa.

llpuuuuu:a 6eg6eAnocHa KopeKTLIBHa MepKa Ha repeH

Abbott nperxoAHo oAnyLrH 4a ja noueqe oA ynorpe6a $arraanzjara BanBynI4 Trifecta 3a Aa ce

{orcycapa na peu,reHnja sa 6ptoloulKu cprleBa BanBynH uno fte rH MaKcuMLl3vpaar MoxHocrnTe 3a

Ao)r(r4BorHo ynpaByBaH,e co BanBynapHa cpueBa 6orecr u nolapa noBneKyBame Ha CE ceprrl(turcaror. Bo

roHcy"rraqr.rja co HaAnexHnor opraH, Abbott cera 6apa orcrpaHyBaFLe Ha Her'rcKopr4creHl4Te BanBynt4

'l'rilbcta n Trifecta GT.

Par*rnc.nynalra 3a MeHauMeHT co [aqrreHTo'r

Abbott He flperopaqyBa rarIHeHTI{Te uITo nefte uuaat hMnJIaHTI,IpaHa

npo(puraxrur{Ko BaAerbe Ha r4M[JraHTor. PasrraucryBarLara 3a ynpaByBarbe

oruuraHu Bo Harrrara KoMyHr,rKarluja sa BaJrByJrr,r o4 ([anua.rrujara Trifecta oA

ocraHyBaar Ha cl,,.ila.

BanByJra,qa ce [oAJroxar Ha

co [arIVeHTuTe npeTxoAHo

27 $eupyapu 20231 roAr4Ha

9eropu urro Abbott 6apa Aa ce npe3eMar

Hamure 3arTvrcvt yrraryBaar 4era onoj [por43BoA BIa e ucnopauau.

l. Bparere rH cHTe neynorpe6eHr4 rrpoI43BoAI,I Ha Abbott. Jloran
HocrnreJror na ogo6penue 3a 3afiprruyBarbe Bo perlacrepor Ha Me.4LIIII4Hc

CeeepHa Marce4oHraja CI,IHEPII4 MEAI4KAn AOO - Cxonje, Mo)t(e Aa

Ha oBHe ypeAu.
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2. flono:rHere r4 Bparere ro rrpHApyr(Huor OopMyilap 3a norBpAa Ha HocHTeJIor Ha oAo6peHue 3a

3anr4uyBarbe Bo perr4crepor Ha MeAHTIHHCKH cpeAcrBa AocrarrHH Bo P. Ceaepna Marce4oHuj a CVIHEPIJVI

MEAI4KAn nOO - Cr<onje Ha e-mail: tanja@amf.com.mk.

Abbott rr.r uHrfoprrauparxe cvre cooABerHr4 perynaropHl4 areHr1au 3a oBaa 6es6eAHocHa uteprca. Be

MoJrHMe npujaeere 6hro rcaxeu HecaKaHH peaKrluu urz npo6reMu co KBarhreror noBp3aHH co ynorpe6ara

Ha oBHe rrpou3BoAr4 Ha HocuTeJror Ha o4o6peuue 3a 3arruruyBarLe Bo perlrcrepor Ha MeAurrHHcKH cpeAcrBa

AocranHn no P. Cenepua MareAomuja CIAHEPUI,I MEAI4KAJI AOO - Crconje raj Tarjaua Beru,rxoscrca ua

rc t. 07 0 1267 992 unu va tanja@amf.com. mk.

Zcrpeno ce r,r3Br{HyBaMe 3a sa ceroja nenpujarHocr rrrro oBa Moxe 4a ja npegr43Braxa. Abbott e

rrocBereH Ha o6es6eAyBarbe Ha HajeucoKo Hr4Bo [rr(a H su 6naro1apuMe uro rroMorHaBTe eo osoj

rpoqec. Be uorraue o6parere ce Ha Baur uK Ha Abbott, HocuTerror Ha ogo6peune sa

u so P. Ceeepua Marcegonuj a CLIHEPIJW3anh[ryBaru,e eo Perucrepor Ha MeAHUH

MEAI4KAI AOO - Cronje xaj Tarj ra e-mail: tanja@amf.com.mk co

6aro rarsr4 npatuama noBp3aHr4 3a oBa

Co uounr,
Tarjana BeruqxoscKa

Ogronopno nr4rre 3a MarepvoBr4rr,rnaHua
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Trifecta BarBynu
Trifecta TM Valve n Trifecta TM Valve co rlu3raqrara TexHonorria

(GT)
Mogenu :TF-19A, TF-21A, TF23A, TF25A, TF-27A, TF-29A, TFGT-19A,

TFGT-21A, TFGT-23A, TFGT-2SA, TFGT-27A, ra TFGT-29A

ooPMyrAP 3A nOTBPAA

Be uonrue nonoflHere ro oaoj OopMynap 3a norBpAa ta nparere ro eo por og 3
AeHa Ha cnetrHara e-mail a4peca: tqrtig.@amf.com.mk

Co nononHyBabe na oeoj $oprvrynap norBpAyBaM EeKa cyM ro npuMun
[3BecryBabero sa 6es6e,qHocHara KopeKTuBHa MepKa H noBreKyBa]be Ha
MeAnqHHCKO Cpe.qCTBO. 
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