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Baxna rnQoprvraqrja noepaaHa co SVD (StructuralValve Deterioration) xai Trifecta

BanByrt4Te

Trifecta TM Valve n Trifecta TM Valve co /hsraqxara Texnonorrja (GT)

Mo4enr : TF-19A, TF-?LA, TF23A, TF25A, TF-27A,TF-29A, TFGT-L9A, TFGT-

21A, TFGT-23A, TFGT-25A, TFGT-27A,u TFGT-29A
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Abbott Be r,rnQoprvrupa Bo BpcKa co SVD1 (Structural Valve Deteriorationl unn Hapyulyaarue na

Crpyxrypnara Baleyaa, Bo noHaraMouHr4or rexcr SVD, noBp3aHo co Trifectar' 6noaou.rxt4 cpL{eBh

BanBynvl. Oeaa xonnyxrxaqrja e co qen 4a ce o6pue BHhMaHhe Bo BpcKa co noreHqnjaaor aa pano

SVD2 r Aa ce 3eMe Bo npeABnA MeHaUhparuero Ha naLlneHror.

Trifecta t' Baneynara r Trifecta t' Baaeyaara co /lhsraqxa Texnororraja (GT) ja covrnyaaar Trifecta

Qannrnrajara u rpn-nncrHara BanByna oA roBeAcKh neprKapA 4raajHrapaua 3a cynpa-aHynapHo
nocraByBaFbe Bo aoprHa noarqrja. Baneyarre ce nepa6oreH14 co ynorpe6a xa creHT oA rhraHtayM co

3an,lcroq]4 MoHThpaHh HaABopeuHo 3a Aa ro MaKchMu3npaaT orBopaFbeTo Ha BanBynaTa I
no4o6pyaar+e Ha xeMoAhHaMcKhre KapaKTephcrvlvl3-4. Banayanre ce HaMeHer[ KaKo 3aMeHa 3a

sa6oaena, ourereHa rar HeQyuxr.p4oHa.flHa nphpoAHa hnr nporercKa aoprHa cpqeBa BanByna.

lrlxqr4exqa n xnulrlu'Kn Hcxo4 :

Abbott tn cneAu nepQopnnanchre Ha npoilsBoAor npeKy noAaroqr4re oA KnHHhqKo rcnrryBaFbe,
nperneAh Ha n[reparypa n nprjaaexr non.flaKh. Oeoj 4ea ce oAHecyBa Ha ctare rpr4 h3Boph Ha

noAaroqh ujanognra cBecra 3a HeoAaMHeuHhre cosnauuja Bo Bpcxa co SVD.

l-lo4aroqr oA KTHHHITKH hcnhryBarua: Kaxo ocHoBa, Abbott rta oqeHyBaue KapaKre pncrnKure A

143Apx{nhBocra Ha TrifectarM eaaayaarau Bo ABe npocneKrhBH14 KnAHuqKu hcnuryBaFba
(ClinicalTrials.gov ldentifier: NCT015939t7 ra NCT01256710) aa npBara rexepaqrja xa TrifectarM
Ba.nBy.flrre, h rpero npocneKrn4BHo K.fir4Hr4qKo rcnhryearoe (NCTO3O16169) sa TrifectarM GT

Baaeynara co .fl tagra,{xa Texnoaorrja.

Xenno4uxaucK[re KapaKrephcn4Kl4 oqeHerh oA ocHoBHara aa6aparopraja aa exoxapAuorpaQuja

AeMoHcrphpaule HeAocrut oA 6pao pacretoe Ha BpeAHocra Ha rpaHcBanBynBHhre rpaAheHTh Bo

reKor Ha 10 ro4rxr no hMn.naHtatluja, xaj naqneHTil hMn.flaHrupaHn_

TrifectarM BanBynhre. l-lo4aroqrre oA KnhHuqKoro hcnHryBabe Ha n TrifectaTM

BanBynrre noKaxaa AeKa HajnnHory cnyqa ' Ha SVD ce

hMnnaHTilpaFbero, a nilKor na nojaeyeaFbe Ha SVD6 e no 8 ro4rur
oA

Ta6ena 1 ro npuxax{yBa Mepe}bero Ha h3Ap}KnhBocr Ha Bal
TrifectarM Ba.nBy.nhre r TrifectarM GT eo o4Hoc na cnope46eHara
Ilo 8 rogrun oA AMnnaHrhparbero, npBara reHepaqrja na Trifectd

aHa
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HaManeHa t,t3Ap]HnnBocr Bo oAHoc na cnope46eHara BanByna.
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Baxma rnQoprvraqrja noapaaHa co SVD (Structural Valve Deterioration) xaj Trifecta

BarByn],lTe

Trifecta TM Valve ra Trifecta TM Valve co /lrsraqxara Texxonorraja (GT)

Mo4enr : TF-19A, TF-?LA,TF23A, TF25A, TF-27A, TF-29A, TFGT-19A, TFGT-

2LA, TFGT-23A, TFGT-25A, TFGT-Z7A, n TFGT-29A

Ta6ena 1

* nodomoqume sd Trtfecto (GV) eanayno ce npujoeexu 4 eoduHu no uMnl,oHmupohemo; cmydujoma e ce ywme eo
meK. Cume dpyzu nodomoqu npu+o)KoHu 30 npeomo zeuepoqujo no Trifecto eonayl,o u cnoped1euomo eaneyno ce
npujoeenu 5 zoduttu no uMnnoHmupabemo. LTFU = AoneompojHo cnedetce; PMCF = l|ocmnopxemu+wlo KnuHuq+o
cnede*e;N/A = ue e docmonuo.

IloHoea nr4reparypa: IlperneA Ha .nureparypa oA crpaHa ua Abbott oe 2O2O toqula
r4exrrQrxyBaue 2L craruja ( flogarox A) sa perpocneKrhBHo npoLleHyBalbe, Ha paHa
( s 5 ro4rHra ) ra cpe4na (6 4o 10 ro,qraHra) h3AplxnhBocr na Trifecta BarBynara. n{eaxaecer oA oBre
crartttt rh cnopeAyBaar h3Apx.nhBocra Ha Trifecta BanBynnte Bo oAHoc Ha Apyr[ xoruepqujaano

AocranHh BanBYnA oA roBeAcxh nepilKapq, u 4 oA oBtae craruv Kopr4cre.fle cxnoHocr KoH

coenafarue. Ta6ena 1 rr 4aea MepeFbara Ha h3Aplxrr4Bocra Ha Trifecta BanBy,nara Hacnpon4

cnope46exara BanBy.[a Ko]4 npercraByBaar hsBaAoK oA nperneAh Ha nhreparypa, xa4e cexoj
noAaroK o3HaqeH co"o vlntt x" ru npercraByBa pe3ynran4Te oA eAHa ny6arxar-paja.

Bpe ocxoea Ha npeneAu Ha nrreparypa, ce BooqyBa AeKa paHA v cpeAHh

KyMynarhBHn nH\AAeHqH Ha SVD r noHhcKo t43ocraHyBalbe rnrepaexqrja
nopaAh SVD sa Trifecta BanBynrre. [lprjaaeHnre
npocneKThBHATe Rnull.vittKl4 hcnrTBaFba h noKaxyBaaT no
qeHrph Bo oAHoc na cnope46eHhre Banlynu.

co

llpocnexruaxr Knuluq+n ilcnilryBaFba Orcycrao Ha SVD Orcycrao Ha perHrepBeHquja nopaAr SVD

l4l4pxruaocr ua hMnnaHror
5 rognau* 8 ro4rnr \0 rognau 5 ro4rHu* 8 ro4rHr

10
fOIVHV

Trifecta -Aonropo'{Ho K,nhHrqKo

cneAeFbe ( NCT1593917) N = 7L0
98.2% N=401 87.6% N=229

61.7%

N=96
99.2% N=4O4 89.8% N=233

75.4/o

N=105
Trifecta- K/rhHhqKo cneAeFbe Ha

r43Ap)KnhBocra ( NCT01256710)
N=1151

95.7% N=884 87.4% N=594
76.Q/o

N=130
97.s% N=889 91.3% N=509

85.Oo/o

N=137

Trifecta GT KrhHhqKo creAebe Ha

peBilAyanHh pn:nqn (NCT03016169)
N=362

98.0%* N=152 N/A N/A 99.2%* N=754 N/A N/A

Cnope46ena BanByra - K.nHHr4qKo

cneaelbe (NCTO1171525) N=258
99.1% N=2O2 9A.7% N=62 N/A 99.7%N=202 93.6% N=64 N/A
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Baxxa uHQopmar4rja noapeaHa co SVD (StructuralValve Deterioration) raj Trifecta

BarBynrre

Trifecta TM Valve ra Trifecta TM Valve co flhsraqxara Texroaorria (GT)

Mogenn : TF-19A, TF-?LA,TF23A, TF25A, TF-27A, TF-29A, TFGT-19A, TFGT-

2LA, TFGT-23A, TFGT-2SA, TFGT-27A, n TFGT-29A
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Ta6ena 1 ,o{racnepsrapax,Qrajarparvr o4 SVD cranxra oA nperreA Ha nhreparypa

O - Trifecta BarByna

X - Cnope46eHn BanByAn

llo4aroqn 3a nonraKh: Ananngara Ha nonnaxh oA crpaHa Ha Abbott noxalxa AeKa MHory cnyt{ah Ha

pax SVD Koh ce cnyqyBaar Bo paMKhre xa 5 ro4rnr no hMn.flaHrhpaFbero ce KapaKTeph3hpaar KaKo

nexanquSrr-lupaHo nponyrlJrabe Ha 3arhcroKor, AoAeKa MHory cnyqah Ha AoqHh SVD xor ce
cnyt{yBaar no 5 ro4rnr oA hMnnaHrupabero ce KapaKreph3t4paar xaxo Qr6poano-xaaqrQt4LlhpaHo
SVD. Cnrxa 2 noxaxyea xhcrorpaM Ha BpeMero Ha SVD,6asrpaxo Ha chre nprjaBeHta noAaroLll4 3a

non.naKh co no3HaTo BpeMeTpaeFbe Ha hMn.flaHToT, pacq.neHeTo no n vicxoqn.

flo4exa KnhHuqKhre noAaroLlh Ha ucrpalxyBaFbe noKaxyBaar nt4K Ha qhre
oA3
qhre

3a nphcrhrHaTnTe nonnaKr noKaxyBaaT noHpaTKo BpeMe 3a AocTl,t
go 4 rogunr, [enepaaHo, nocrojar orpaHhqyBaFba noBp3aHh
co6panu npeKy nacnBeH HaA3op npeKy r3BecryBabe 3a nonna
noTqeHeTh HacTa H h nopaAh HeAoBon Ho h3BecTyBaFbe.

s Trifecla ValvB

xCorrpsrator Valve$



Abhott

.hrH.o r43BECryBAlbE 3A 6E35EAHp_9T HAIEPJH

Baxra ranQoprvrar4rja noepaaHa co SVD (StructuralValve Deterioration) xaj Trifecta
BanBynl4Te

Trifecta TM Valve ra Trifecta TM Valve co /h,lsraqxara Texnonorrja (GT)

Mo4enu : TF-19A, TF-?1A, TF23A, TF25A, TF-27A,TF-zgA, TFGT-19A, TFGT-

21A, TFGT-23A, TFGT-25A, TFGT-Z7A, u TFGT-29A

Trifecta BanByra - npujaBeHx SVD nonaaxr oA qenuor cBer I2OLO go 20221

Cauxa 2 : XxcrorpaM Ha Bpeme Ao SVD 6a3xpaH Ha nonraxu oA qerxor cBer

E ocrauyaaar uMnraHT!4paHI

@ - Yalve inYalve ( TpaucrarerapcKa BanByna - Bo - BaJrByna nurepnenquia)

tl SAVR-Xrapyuxa 3aMeHa Ha aoprHara BanByna

r - Oararnuocr

Haxparxo, HeoAaMHeuHhor nperneA Ha rilreparypara 3a BanBynara Trifecta yxaxyBa Ha noBltcoKa
paHa h cpeAHopotlHa KyMynarxBHa uH\AAeHLla Ha SVD eo oAHoc Ha cnope46eHhre roBeAcKh
neprxap4rjanHh BanByru. flo4exa noAaroqrre npBeHcrBeHo ja o4paeyBaar BanBynara Trifecta o4
1-ra rexepaquja, no4aroqhre o4 4-ro4ruHoro KnhHilrrKo hcnhryBatue 3a BanBynara Trifecta GT
cyrephpa 4exa xajanHrre nepQopMaHch u t43qpr+(nnBocr ce cnopeMhBh co BanByaara Trifecta o4
npBara reHepaqrja, raxa uJro cneAHhre pa3MrcnyBaFba 3a MeHauhpaFbe co naqheHTil ce
nphMeHyBaar3a qe.nara Trifecta Qannnnja Ha Ba,nBynh.
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Ynarcrea 3a MeHaqlrplbe Ha naqileHThre :

RnuHu\Kn 3Haqhre.nHo paHoro nojaayaaroe Ha

Kapaxrephcrrr.n Ha BanBynara; 3aroa, npr rs6op na

SVD
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Baxua rarQoprvrar4r,rja noepaaHa co SVD (structuralValve Deterioration) xaj Trifecta

BanBynhTe

Trifecta TM Valve ra Trifecta TM Valve co /lrsraqxara Texnonorrja (GT)

Mogeau : TF- L9A, T F-ztA, T F23 A, TF25A, T F-27 A, TF -29 A, TFGT-l9A, TFGT-

21A, TFGT-23A, TFGT-25A, TFGT-Z74, u TFGT-29A

rpe6a ga 6uge rcKoMneH3hpaH co xeMoArHaMcKhre nprAolnaxu 3's' 7-8 n Aa ce pa3roBapa co
naqr4eHToT.

Kora ce hMnnaHrhpa Trifecta GT ea.rreyrara co.nil3raqKara rexHonoruja, BalKHo e Aa ce nwnnatrrpa
BanByrBara Bo cornacHocr co roreMhHara la Hacoxhre 3a paKyBaFbe Kor ce xaofaar eo

1,1 ncrpyxr4unre aa Ynorpe6ae-10' 2e'

Vlnajkn Bo npeABhA AeKa KnhHr4vKhre oAnyKh ce cnoAeaeur noruefy 3ApaBcrBenNre pa6orHtqn v1

naL{ileHThre, Be anoauane 3eMere ro Bo npeABilA cneAHoBo, Bo neptaoAor no umnnaxraqrja:

o l-laquexrure rpe6a Aa ce norcerar Aa no6apaar MeAhqhHcKa noMoru npn nojaeryBalbe Ha

HOB]4 ChMnTOMl4, KaKO UrTO Ce KpaTOK sAUB A 3aMOp.

o Ce npenopaqyBa uuu4ujanHo nocr-npoqeAypaneH TpaHcropaKa.fleH exoKapAhorpaM 3a chre
naqheHTh Bo nephoAor oA 1 4o 3 Meceqh noc,ne r,iMn.raHraquja za Aa ce npoqeHh
xeMoAu HaMrKara Ha Ba, Bynara h BeHrpr4 Kyna pHara Qyx xr-1uja.

o 3axaxere roAhruHh noc,neAoBare.nHh nperneAh novuyaaj(r oA 1 ro4nna no

rrunnanraqrjara 3a K.nhHr4qKa eaanyar-1nja, axayvyaaj(r nocr-npolleAypaneH
rpaHcropaKa.neH exoKapAhorpaM 3a Aa ce npoqeHh rpaHcBanBynapHnor rpaAheHr x
Ban Byna pHara peryprhra quja.

o flaqrenrn RoA ce jaayeaar co npoMeHa Ha chMnroMrare ( ua np. orexHaro Ahuelbe unh
3aMop npr nanop) Ant4 3Ha\n (ra np. u.rynn) xora yKaxyBaar Ha noreHqhjaruo SVD, rpe6a 4a
noArelKar Ha nocr-n po qeAypaneH rpa Hcro pa KaneH exoKa p4raorpann (TTE).

o flaquenrh co AoKaxaHo xeMoAr4HaMcKr4 gxaqirenuo SVD rpe6a 4a ja paarneAaar onqrjara
Bo xoncynraqrja co neKapcxtor rrlw, 3a MolKHa 3aMeHa Ha aoprHa BanByna Anu

TpaHcKarerepcKa rnrepeeHqnja BanByna Bo Banlyna, 3aBhcHo oA pr43r4qr4Te v1

npn4o6naxhre 3a naqr4eHTor.
. naqueHrv KotA ce nnaHhpaHh 3a nocraByBaFbe Ha BarByna co [HTepBeHUilja, rpe6a

najnanpe4 Aa nogexar Ha npeA-npol{eAypa co nnaH[palbe Ha chre Mo]r{Hr4 cryAl4h Aa ce

ocnrypa AeKa chre norexqrjanln puarllu oA npoqeAypara KaKo uro e KopoHapHa

oncrpyxt-1rja ce MhHhMr43npaHn. Be nnoanne rnnajre Bo npeABhA AeKa rhraHhyMcxara paMKa

na Trifecta GT eanayaara co .nh3raqKara rexHo.norrja xe Moxe 4a ce 4eQopMhpa nnu ctpwu
co noMoru ua 6aaox.

flejcrea xor rpe6a Aa rr npeB3eMere :

o Be Mo.flhMe 3eMere ja eo npegehA oBaa rxQoprrnar-[aja ao Bau:ara npaKca h cnoAenere ja co

cooABerH%re 3ApaBcrBeHr pa6orHVt\n ( np. KapA[oxr4pypr, KapAronor h nexaphre oA
nplaMapHara 3ApaBcrBeHa saurrra) hHBonBhpaHh Bo rp[]Kara Ha naqreHThre
r4MnnaHrupaHh co BanBynhre o4 Trifecta $annnnrjara ao

o flononrere ro h Bparere ro o6ea6e4eHilor Oopnnynap
o llprajaaere6uno KaKBh hHlluAeHrh oA npoh3Bogot,6tr

no naqheHToT, Ao oAroBopHoTo nhL{e 3a o4o6pexre
P. Ceaepxa

vnw ncxoqoT
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BaxHa rnQoprvraqraja noapsaHa co SVD (structuralValve Deterioration) xaj Trifecta

BanBynhTe

Trifecta TM Valve ra Trifecta TM Valve co /lugraqxara Texnoaorraia (GT)

Mo4ear :TF-19A, TF-214, TF23A, TF25A, Tt-27A,TF-294, TFGT-19A, TFGT-

21A, TFGT-23A, TFGT-25A, TFGT-Z7 A, u TFGT-29A

Maxe4onnja, CklHEPUkl MEAkIKM AOO - Cxonje, Tarjara Benhqxoscxa xa ren, 070/
267992 r e-mail: tanja @amf.com.mk.
Abbott rr unQoprvrhpa chre perynaropHh arcHylvl3a oBa 6es6e4nocxo r43BecTyBarue. Be

MorhMe npnjaaere 6uno xaxeu HecaKaHil peaKqhh unu npo1neMh co KBaflhrer noBp3aHh

co ynorpe6ara Ha oBhe npohsBoAr,r Ao Bauror noKaneH npercraBHhx ua Abbott Tarjaxa
Ber il.l xo ecx a rcn. 07 O / 267 992 r e-ma i I : ta nja @ a mf.com. m k

Bn 6narogaprMe 3a Bau:ero BHhMaHhe noBp3aHo co oBa 6ea6e4nocxo r43BecryBaFbe.

Abbott e nocBereH sa o6eae4yBaFbe Ha npoh3BoAr4 co Br4cox KBa.nhrer h naprHepcrao co Bac

3a Aa ce ochrypa 6es6e4Hocra Ha cexoj naq[eHT. Be ruoaurue o6parere ce ra Baunor
noKaneH npercraBHhK Ha Abbott Tarjaxa BeaNqxoecxa ren. 0701267992 u e-mail:
tanja@amf.com.mk co 6nno KaKBh npauaFba noBp3aHh 3a oBa h3BecryBahbe.

Co novrr,

Tarjana Benrqxoacxa
O.qroaopuo nhqe 3a
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Baxua ranQoprvrar4raja noapsaHa co SVD (StructuralValve Deterioration) raj Trifecta

BarBynl4Te

Trifecta TM Valve ra Trifecta TM Valve co /lrgraqxara Texxonoruja (GT)

Mogenr :TF-19A, TF-?IA,TF23A, TF25A, TF-27A, TF-29A, TFGT'19A, TFGT-

21A, TFGT-23A, TFGT-25A, TFGT-27A, u TFGT-29A
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