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Medtronic

I,Irr*o rmBecryBarre Ba 6es6e,qnocr Ha repeH
Kanrurn

Aprepucxra r(aH?rra Kauuln 3a aopreu Kopeu a KapArronnerHqHu uurH

Berrunarop/a6pusryaav I{ap,qnonnerryHu aAanrepn

KopouapHo ocr:u jannu t<atu rrr4
Kounnetu 3a [prrKa3 Ha flpr.rrr.rcoK 3a eAuoi(parua

ynorpe6a

I.M.A. I{aur.rnr.r tr4 urpar<opouaprrH rrranrolr.l

Bexr-rcarerepr.r sa neBo cpqe IJ,pena sa cMyr(alte

Korrnaerr.r 3a rypHr.rxer Ilencxr.r r(aH14JrLI

Kauu.nu 3a r(pBHr.r caAoBpr

Mapr 2024 roAr.rHa

Pe<[epenrex 6poj na Medtronic: FAl402

flovuryaau BApaBcrBerr pa6ornr.rr</rueua$ep Ba y[paByBarre co pr.r3r.rK,

Medtronic Be rlsnecryra sa notexqrjannoro HapyuyBarbe Ha crepr.rnHocra Ba KoHKperHrr cepur.r Ha [pou3BoAr.rre
KaHLITIH rlrro ce HaBeAeHI{ rlorope. Eru4enqr.rjata ua Medtronic uocouyra AeKa cre fipr.rMr.rne 6ape*r e4ex o4
sacerHarl'rre 6poenn ra cepuja,na [pol{3BoA}rre HaBeAeHr{ ro llpunor A. Hrre4en Apyr MoAen r{a [por.rsBoA urtr
6poj na cepnja He e 3acerHar o4 onoj npo6nervr.

Onuc na upo6neuor:
Bo orrourpu 2023 ro4r,rna, Medtronic rpr.rMr{n npujana oA 3ApaBcrBer{a ycraHoBa rrrro yKa)KyBa AeKa [peA
(opllcrerbero Ha KaHI'Ira DLP I.M.A., 6wto u4eururpuxynano AeKa crepr.rnHoro rraKyBarre He 6nno xepMerr,rq(u

3arBopeHo. Ce4ym (7) ue4r.rqr.rncI<u cpeAcrBa crra(yBanu Bo Keca 6zae nparenu Bo AeKeMBpr4 2023 ro4ltra u6uto
rlorBpAeHo AeKa [Mano He(onKy o6nactu Ilrro He 6rne xepmerurlKlr 3arBopeur.r r4 rrrro HeMa/re aAxegrrBuo

npeQpname o4 Tyvek ua o(pop*reuara Qonuja. Medtronic 3aKnyrrr AeKa cure MoAenr.r u 6poenr.r Ha cepr,rur.r

HaBeAeHI'I no flpunor A uoxe notenqrja.rrNo Aa rrpr.rKaxar HapylryBarte Ha creprrrrHocra.

[o 20 <[erpyapr'r 2024 rol:wua Medtronic rprrMr.r eaua (1) rorrraKa roBp3ana co onoj npo6neu. Henrano

npr'Ijareuu HecaI(aHI4 gejcrra 3a [aql{enrure rroBp3au}r co oroj npo6nervr. Iorenqvjanuara rrrrera Kora ce
rPerro3HaBa HaPyxryBarEe Ha crepHnrrocra [peA Koplrcrerbero e oAno)KyBa]6e Ha fiocrarrKara AoAeKa xe ce xajAe

APyra KaHHna. Axo uapyuryBarLero Ha crepllnHocra He ce flperro3Hae [peA KopucTe]tero H

KOPr,rcrH KaHlrrrara, noreuqujanulrre urreru ce 4uc(pynxquja ua opraur.rre, xeMo.[r.r3a r.r 14

Ipenoparu 3a rraquexTu:
llaqlreurure Kor,r nperxoAuo 4o6znane rroAAprrrKa co 3acerHaro MeAHr{}iHCKo cpeACTBo

AononHllreneH plI3LIK o4 npo6nennoT o[I{rrau Bo oBa r.rsBecTyBa}6e H rpe6a lr rroHaTaMy

HopMa.[HHTe KoHrponHr{ rrocrarrKu corrracHo Bauara fipar(TuKa.
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Oauunuja Ha rpolraBoAr



Medtronic
IIIro rpe6a Aa rrpeaeuar 3ApaBcrBeur{re pa6ornnqu:
Medtronic Hanox(yBa Aa rH rrpe3eMere cneAHrrBe rrocrarrKlr:

o llperaeAajre ru Baruure 3arr[xu 3a HaBeAeHoro MeAr{r{r4Hcr(o cpeAcrBo.
o BeAraur n4eurrn(prxynajre ru n r.rsonupajre rlr cr,rre neyuorpe6eurr HaBeAeHr{ MeAr.rqr.rHcKrr cpeAcrBa

so Bauure 3arrprxu.

Bparete rlI cI,ITe neyuotpe6enu HaBeAeHr{ MeArrqlrHcKH cpeAcrBa o4 Baurure 3arruxu 4o Medtronic.
Bauruot JroKarIeH BacrarlHra r< sa Medtronic Mox(e Aa Bu norrorue no npa*amero Ha 3acerrrarr{re
MeAr{IIIiHCKIT CpeACTBa, KaKO rrrTo e EeorrxoAHo.

Ilonoruere ro I,I Bparere ro npurro)r(eHr,ror o6paserl 3a rrorBpAa oA KnrreHror Alpu u ar(o HeMare
Heyn orpe6e u Lr za rvrxvt,

Cuo4enete ro oBa I{3BecryBar6e co Apyr}rre so Bauara 3ApaBcrBerra ycraHoBa, KaKo rrrro e cooABerHo.
Aro uporasroAor HaBeAeH rlorope 6u upenparen Bo Apyra ycraxoBa, lr3Becrere ja sa ora I4ruo
r.r3BecryBalte sa 6es6e4uocr Ha repeu.
9ynajre xour.rja oA oBa HsBecryBarbe so Bauara eu,r4enqr,rja.

flononnurenuu un(popnaquu:
Arexr{ujara 3a rreKoBr.r r.r MeArrr{aHcKn cpeAcrBa (MAnMEA) e r.r3Becreua sa oaoj npo6neu.

Xal nu e 3a cl'Ire neupujarnocru rrrro Mox(e Aa Hacranar o4 onoj npo6aervr. Hue crue [ocBereHu na 6ee6e4nocra
Ha rlaq[eHrl'Ire r ja qeHHMe Barua:ra HaBpeMeHa peaxqaja sa onoj npo6aenn. Axo rznare HeKaKBrr rpaua]6a Bo
BpcKa co oBa I'I3BecryBame, o6parete ce Ao Hocl{rerror Ha o4o6peur.rero 3a 3alHrrryBabe Bo pervcrepor Ha
MeArrrlr.rHcKrr cpeAcrBa, AnKAIIOI{A KOHC AOOEI Cxonje, Ha rserafitrlatka@alkaloid.eou,-ruk .

O4roropuo nlrqe 3a Marepr.roBr.rrlrrraHrla:

HeseHa Cranxosa fionercxa
+38972 211 085

nstankova@alkaloid. com. mk

Ipunoeu:
' Ipunor A - 3acernar 6poj na rpor.r3BoA n ua cepuja

11pr-rror E - O6paeerl 3a norBpAa Ha 3ApaBcrBeuara
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Medtronic
flpuror A - 3acernar 6poj xa rpolr3BoA u ua cepuja

(oprarzarpaxo uo as6yxen pe4ocJreA ctropeA raue na upormao4)

a cepnja

DLP@ Curved Metal Tip Arrerial Cannula 20 I'r.

80020

2023040597

2023041061

202305C247

80220

2023031390

2023040098

202305C249

202310C1 55

82020

2023041063

2023041396

202305C253

87120

2023040600

2023041066

202306C01 B

DLP@ Curved Metal Tip Arterial Cannula 22 Fr. 80222
202:1041062

20230UC058

DLP@ Curved Tip Arterial Car"rnula 20 Fr. 87220

2023031283

2023031391

2023040602

202304rc68

202306C006

202306C01 9

202306C247

DLP@ Curved Tip Arterial Cannula 22 Fr.

87122

2023040601

2023041067
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Aprepucrcu KaHHrIlr

Hlre na upousBoA Epoj Na MoAeJr

2023031282



lllle*tronic
prepucfffi Kar{r{/rH

l'Iue na trporrsBoA Epoj Ha cepuja

DLPrM One-Piece Arterial Cannulae, Pediatric 6Ir 77006
202304094::)

202306C056

DLP'IM One-Piece Pediatric Arterial Car.rnula 6 Fr 77206
2023041347

202308C108

DLPTM Ote-Piece Pediatric Arterial Cannula 8 Fr 77008

2023040944

2023040946

202306C020

202308C084

DLPrI\{ One-Piece Pediatric Arterial Car-rlrula l0 Fr

77010
2023041337

202306C023

77110
2023041342

202308C104

DLPrr'r One-Piece Pediatric Ar:rerial Cannula 12 Fr 77112
2023041343

202308C106

EOPATM - Elongated One Piece Arterial Cannula 20

Fr.
77420

2023040668

202304067r

202306C032

202307C00s

EOPArr,r * Elongated One Piece Arterial Cannula
Fr.

22

77422

2023040966

20230413ss

202306C043

202306C046

77522

202304 1 36I

2023041364

202306C051

77622

(rt o
'tr lrr
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2023040971

2023040974

2023040978
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Msdtronic

ipoj ua

DLP(D 9 Ga (11 Fr) Aorric Root Cannnla 24009

2023031043

2023031563

2023040211

2023040480

2023040854

202304085s

2023041224

202305C108

20230sc r 09

202306C196

DLP@ i6 Ga (5 Fr) Cardioplegia Needle - Neonatal *
0.64 cm (114 in) Tip Lengrh

1 1316
2023040437

202312C214

M-rARrM 14 Ga (7 Fr) Aortic Root Cannula with FIow-
GuardrM

I 1014L

2023040807

2023040808

202305Ct076

202306C 1 38

CrpaHr.rqa 5 o4 14

Aprepucru KanHJrr{

llue na rpor{Blo4
Bpoj ua
MOtreir

Bpoj na cepuja

EOPATM - Elongated One Piece Arrerial Cannula 24

Fr.
77524

202304136s

202306C052

Select Seriesrr{ Angied Tip Arterial Caiu'rula 24Fr. 72424 2023040940

Select Seriesril{ Straight Tip Arter:ial Cannnla 20 Fr. 72120
202304t326

202305C184

Select Seriesrr{ Straight Tip Arterial Cannula 24 Fr. 72224 2023041332

Kannnu Ba aopreu Kopen s Kap4xorr[errlqsu Hrru

I4ne Ha npoHBBoA Epoj aa cepuja

!'Ilre na rrpouaBoff



Me*tronic

Epoj ua
MO,4en

Epoj ua

cepuia

DLP@ 1.8 m (6 ft) Pressure Monitoring Exrension Line Adapter

25009
2023040212

20230sc1 1 0

25010
2023041227

202305C1 1 l

DLP@ 30.5 crn (12 in) Multiple Perfusion Set 14003

2023040463

2023040464

202305C1 02

DLP@ 38.1 crn (15 in) Multiple Perftrsion Set 14000

2023041205

2023041206

202305C098

202305C099

DLP@ 50.8 crn (20 in) Extension Line Adapter

.4

11001G

-\
aHX;\

2023030371

202:1030659

2023031004

2023031005

2023031 s30

2023040160

202304043i

2023040432

2023040804

202304080s

2023041171

202306C r 31

202306C 136

202308C218

DLP@ Perfu sion/Verrting Adapter ffrr^
rE DH6 {t,

ffis'"'1
$zso+o+ss

r30sc0e7
DLP@ "Y" Adapter - Coronary r.rf"rio" [\7 

iE 8|:o+o+so
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Hnre sa uponlBo4



Medtronlc

DLP@ Coronary Ostial Perfusion Cannula

DLP@ 114.3 cm (45 in) Disposable Pressure Display Set

DLP@ 1 mm Arteriotomy Cannula

20230,11316

2023041 318

St"i,rr:

Crpauuqa 7 og 14

Kopouapxo ocrujanuu rtafifiJm

Hue ua rrpor{BBo4
Epoj na

MOtren

Bpojrra
cenuia

30050
2023070\2.)

202310C007

Kounaeru ss fiprlxas Ha trpfir]rcor 3a e4noItparua yuorpe6a

Hnre Na rrpousBog
Epoj ua

MO;IC'I

6poj na

cepuia

61 000

2023021195

202303021 B

202303022 1

2023030431

2023030432

2023030433

2023030734

202305C226

202307C176

202307C177

62000

20230'.30223

20'23030736

2023031580

202305C225

Hue Na rrpouoBo,q



llfle*tronic

ClearView@ 1.00 rnrn Intracoronary Shunt

ClearView@ 1.25 mm Intracoronary Shun[

ClearView@ 2.00 mm Inrracoronary Shunt

H*re xa upousBo,q
Epoj Ha

DLP@ Intracardiac Sump 20 Fr 12012
2023050080

202306C744

DLP@ Left Heart Vent Catheter 10 Fr. 1 2008

202:1040819

2023040820

202306C134

202307C103

DLP@ Left Heart Vent Catheter 13 Fr.
12001

202304081 0

202304081 1

202306C141

121 13 2023090675

DLP@ Left Heart Vent Catheter l6 Fr. 12016
2023050083

202305C093

DLP@ Left Hearr Venr Catheter 20 Fr.

72002
2023047178

202305C079

=eQ041202

Crpauuqa 8 o4 14
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Hxrpaxoponapun rrraHroBr{

I,lue ua upolrsBog
Epoj na
MOtrC'I

Epoj ua

ceouia

31 100
2023081208

202401 C055

31 125
2023041455

202306C20s

31200

2023040542

202304.t002

202305C173

Benr-r<arerepr,r sa neBo cpqe

Epoj ua
ceouia
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[dedtronlc

DLP@ Pericardial Sump * 38.1 cm (15 in)

2023041 181

2023041 1 84

DLP@ Suction Tube 6-Fr. Shaft with Frazier Tip r 0050 2023041269

DLP@ Suction Tube 6-Fr. Shaft with 10-Fr. Soft Tip

100s2
2o'2304t270

202305C072

10053
2023041271

202305C071

DLP@ Suction Tube 10 Fr. Shaft with 20 I-r. pool Tip 10060 2023041t64

DLP@ Suction Tube 16 Fr. Shaft with 20 Fr. Fluted Tip 10061

,ffi

2023040913

2023040914

2023041273

2023041274

2023047275

=4q23041277

ffQlqlzza

N2o&'EWe

= =- \(/\ }!i< q O
a- -- >^J4EICJ O u
f-^ 04 qtlHtf 6 gl
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CrpaHrrqa 9 o4 14

Benr-xarerepr{ 3a nelo cp{e

flue Ha rpouaroA
Epoj ua

MO]ren

Bpoj ua

cepuia

12010

2023041 180

2023041182

2023041 183

2023041 188

202304tt89

202305007s

202305C086

202305C087

{peua sa cuyr(arte

Hue na upousBog
Epoj na
MO,IE.II

Epoj ua

cepuia



Medtrcrnlc

DLP@ Suction Tr.rbe 16 Fr. Shaft with 20 Fr. Fluted T'ip

DLP@ 5.5 in (14.0 cm) Tourniquet Kit

DLP@ 7 in (17.8 cm) Tourniquer Kit

DLP@ 20 Fr. Malieable Single Stage Venous Cannula 68120 2023041,\36

DLP@ 24 Fr. Malieable Single Stage Venous Cannula 68124

2023041441

2023041448

202306C008

DLP@ 28 Fr. Malleable Single Stage Venous Cannula 68128

2023041 040

202304r 388

202306C010

202306C01 1

DLP@ 30 Fr. Malleable Single Stage Venous Cannula ffii
DLP@ 34 Fr. Malleable Single Stage Venous Cannula s81#) (r,&roBeiw

Ctpauuqa 10 o.a 14

I{,pera ra crvryKarbe

I{nre xa npor{sBoA
Epoj ua

MOlen

Epoj na

ceouia

10061

2023041281

2023041282

2023041284

2023041 285

202305C056

202305C057

Komrners sa r)ryHrlKer

Hiue na rrpousBo4
Epoj ua
MO]IE]I

Bpoj ra
cepuia

79004 2023081324

79009

202304 r 000

2023041384

202305C235

Benosglt Karr[Jr]r

Hme na rrpox3no&
Bpoj ua

MO-IICJI

6poj ua

cepuia



Me*tronlc

DLP@ 12 Fr, Single Srage Venous Cannula 673r2

20'23040073

2023040074

2023041423

202305C268

DLP@ 16 Fr. Single Stage Venous Cannula
67316

2023040076

2023041416

202305C',264

67516 2023040081

DLP@ 18 Fr. Single Srage Venous Cannula

661 1B
2023041014

2023041 0t 5

673r8

2023040077

2023041 391

202305C256

DLP@ 20 Fr. Single Stage Venous Cannnla

67320
2023031377

202307C05 1

69320

2023041422

2023041 438

202306C014

202306C01 5

67520 2023040082

DLP@ 22 Fr. Single Stage Venous Cannula

66722 2023041016

67522

202304008r1

2023040565

202307C050

DLP@ 24 Ir. Single Srage Venor-rs Cannula 67524

.4,

2023040084

2023040566

mqqesT
DLP@ 26 tr'r. Single Stage Venous Cannula

r ul \tn

lz3. n

V:
Crpauuqa 11 o4 14

Bexosxu r(anfirr

llue na nporrsBoA
tspoj ua
MOTE,'I

Epoj ua

ceouia
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Medtronic

t\

DLP@ 28 Fr. Single Stage Venous Cannula

66r28
2023041020

202305Cl77

69328

2023040587

2023040589

202'3041054

202301)0964

202306C054

202306C0s5

202312C088

67528 2023041036

DLP@ 30 Fr. Single Stage Venous Cannula 66130

2023040ss5

2023041414

202305C',217

202305C218

DLP@ 31 Fr. Single Stage Venous Carurula 69331
2023041444

202307C07'.2

DLP@ 32 Fr. Single Stage Venous Cannula 66132

2023041412

202304t428

20230sc227

DLP@ 34 Fr. Single Srage Venous Cannula 67534
202',3031249

202308C079

DLP@ 36 Fr. Single Stage Venous Cannnla 66236
2023041 398

202305C222

MC2@ 28/36Fr. Two Stage Venous Cannula 91228 /, @ffi-.*}r
MC2@ 29/37 Fr. Two Stage Venous Canrrula e122il o'ffiida'ffit"

lll a
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Beuoauu KaHHJTI

?Iue Na rrpou3BoA
Epoj Ha

MOTEJI

Epoj na

ceouia



Medtronlc

Epoj Na

cepuia

MC2@ 32/40Fr. Two Stage Venous Cannula

91263
202304109s

202306C105

91240C

2023041079

2023041 0Bl

202304t082

2023041083

2023041084

2023041087

2023041088

202306C074

202306C075

202306C076

202306C077

91263C

20230401 16

20'23041097

202306C 1 03

MC2@ 34146Fr. Two Stage Venous Cannula

91246
2023041 089

202306C101

97246C
2023041090

202306C123

MC2@ 36146Fr. Two Stage Venous Carrnula 91236C
2023041072

202306C06s

MC2@ 36/51 Fr. Two Stage Venous Cannula

9t251
2023041092

202304t054

91251C

2023040617

2023040618

202306C102

VC21'M 34138 Fr. Venous Cannula 93438 z"@x;Ah
VC2rM 34/48Fr. Venous Cannula 934496>T A

DoH^
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v
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Benosurr KauuJrrr

Hne ua npolr3BoA
Epoj xa
MOTEN



Medtronlc

DLP@ 2 mm Vessel Cannula - Blunt Tip

DLP@ 3 mm Vessel Cannula - Blunt Tip
7!'k;ozmpr+#)
qaffi# EiW

C'rpauuqa 14 o4 14
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Kanuxu Ba ca,4oum

Hnre xa rrpoHBBoA



Medtronic
O6paseq 3a rrorBp4a Ha B,q)aBcrBeuara ycraHoBa

Be n'ronuue ucfiParere ro oaoj $oprvrynap ,,o e-uorura Ao Hoc]rrenor Ha peue,r.rero 3a 3a[uuyBarbe Bo perucrapor Ha
MeAITI{}IHCI(I4 cPeAcrBa AnKAnOI4A KOHC AOOEI Cronje (nypm aKo HeMare sacerHarr.r MeAr{qrigcKr.r cpeAcrBa Ha

sanlrxa) na: nstankova@alkaloid. com. mk
Illrno usrecryBarre sa 6es6egnocr Ha repex - floraerysarte

FA1402: Kanrna:

Ha cMerr(a (onquona:ruo):
fpa4: flpxana:

llorap4ynam AeKa ro npoqr.rraB u pae6pan r.rrHoro r.r3BecryBarne sa 6ea6e4nocr Ha repeH.
Ce cor'nacynau Aa ro [PeHecaM rrrHoro rr3BecryBarte sa 6es6e4Hocr Ha repeH Ao cr,rre oHr{e Korr rpe6a 4a 6u4ar aanosuae,, Bo Haurara
sApaBcrBeHa ycralroBa unvr Ao xoja 6u.rro 3APaBcrBeHa ycrauoBa KaAe Ilrro ce fipeueceHr,r uor:eur4raja.rrrro 3acerHarr,rre [por,r3BoAr.ro |a uponepl{B 3a.7lr'Ixara, ru r'rgentuQr'rxyBaB rr ru craBI,rB Bo KapaHTr.rH cHTe Her.rc*opr{creH}r gacer,arr{ rrpor,r3BoAr{ oA Harrrara 3arr}rxa u ro
uajanynau cneAHoro:

! Heua 3acer*arl'I MeAr{IIr.IHcKL cpeAcrBa Bo 3arlrxara rra Harrrara E llrra aacernarr,r MeAr,rquHcr{E cpeAcrBa Bo 3arrr4xara r{a Harrrara
3APaBCrBeHa ycraHoBa' 3ApaBcrBena ycrarroBa. Bz4ereja ra6eaara roAony Bo BpcKa co Aerarrg

4a 6u4ar rroBlrerreHrr.
llnre (uevarerro): Pa6orna uosuqrja: .{aryr*: flo:rrc:

Be uo;ruue nono.unere ja ta6elara rroAony caMo AoKonKy r,IMare 3acerHalrr,r MeAlrrllrlrcKri cpeAcrBa Bo 3a.rruxara na Bagrara gApaBcrBe'a

ycTaHoBa:

cayx6ara 3a ,.oplrc*nqlr (e Be xonraxrrrpa Arrpe*Trro 3a Aa opraHr,r3rapate npa(ane na
Qanancucxo o4o6penue 3a Bpareur,rre rrpor43BoAr{.
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