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1/l3BECryBAFbE 3A EE36EAHOCT
Ourrerexo naxyBalbe Ha 37 nora na MBT & ATTUNE@ Tibial Bases (S+)

floanexyealbe Ha MeAhLtHHcKo cpeAcrBo - Recal! - PeQ. 6poj. L932449

BE MOJIUME AA CE UPOCJTEAU OBAA UHOOPMAqAIA AO CATE JrUqA OA BATTTATA AHCT|ITy4AIA KOU rU
KOPUCTAT MEAUqTTHCKUTE CPEACTBA uPEAMET HA OBA USBECTyBATbE 3A EESBEAHOCT

lI ovr,rryrauu copa6oturE r1u,

Be uanectyBaMe AeKa DePuy (Hpcra) UC sauovuyaa go6ponoJrHo orcrpaHyBarbe r.a3T.rrora HaBeAeHr.r Bo
Ta6era 1 sa MBT & ATTUNE (S +) Tibial Base nopa4u noreHr{Hjaano orrrreryBarbe Ha rraxyBarrero. Osue
KoMnoHeHTH Ha r.rMrr/raHTH ce Kopr,rcrar Bo roraJrHa aprpo[Jracrr,rKa Ha KoJreHo. 3acersarure ru6ujaauu
r.rMrr.rraHTr.r ce 4uaajHupaHu Aa ce KopHcrar npu IIeMeHTHH r,rHTepBeHr{r.ru.

,{o,qenec ce nprIcrnrHarn BKy[Ho AeBer (9) uonaarr,r Bo Kou ce npujaaeuu orxreryBarbe Ha naryBarbero.
llorae4Here ja caurara 1. Haruara ucrpara Ba oBHe nouraKr.r yrBpAH AeKa [aKyBarbero Ha [por.r3BoAor
ruoxe6n 6uao xounpoMuTnpaHo, rrrro npercraByBa MoxeH norenqujaa 3a Heycflex Ha crepr,rJrHr,ror
I,IHTerpHTer, rrrro naK Moxe Aa pesy/rrr,rpa co Hecrepvtrt4 HMnJIaHTr,r u"[H ocrarorlrr oA luarepnja,nu sa
naKyBarbe nps ru6ujaJrHrrre r.rMn,[aHTH. llorae4uere ja cluxata 2. lo AeHec, KJTHeHTHTe Bo cBor,rre
nonrraKu npujaauja caMo oA/roxyBabe Ha o[epaqur,rre.

Crnra 1: [Ipuuep 3a olrrereHo rraryBalbe Cruxa 2: Ilpuuep 3a npeocraHar ruarepujar ua
IoBptuHHaTa Ha HM[.rraHTaHToT

0craroqz oA norHyperaH oA

3aurHTHHor Ael Ha rrl6ujara,
cToneH[ Ha IIoBprxHHaTa oA

HM[/'IAHTOT

Ta6eaa 6p, 1 Ta6ena 6p, L Ta6eaa 6p. 1

!eQopr'rupaua
crpaHa Ha

HaABOpeUIHT.TOT

6,rucrep

3asurraua t|o,raja
Ha HaABOpelxHITOT

6alrcT ep

*.ri* tr"*
,.

lloreHrllriaano nauiaHue sps nauueuror

Orurerynarrero Ha naKyBarbero Moxe 4a uujae Ha Ile,[ocHara 3arreqareHocr Ha npou3BoAor r.r Aa
pe3yJITLIpa co HapyuyBarbe Ha crepHJIHocra, Hunrauraquja Ha floreHr{Hja,nuo KoHTaMhHhpaH npoH3BoA
Moll(e Aa AoBeAe 4o r.ruQexqu)a w 6on<a. floxonmy [pncycrBoro ua ocrdroK oA nonHyperaH He ce orKpHe
HHTpao[eparHBHo I4 ce ocraBH Bo naI{HeHTor, Mo}Ke noreHquja.nuo;fia'ro HapyuH orrceror Ha ABnxetre
Bo KoHCTpyxqujara Ha pornpaqrcara urarQopMa; vtt, AanpeAH3BH'Ka'BocrraJrHTeJrHa peax,Iluja. Bo BpcKa
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co oBHe HeAocrarol{H He ce npr,rjaneun HecaKaHH eQexra H/rH noBpeAu. O4,noxynarbero Ha olepaqur,rre e

eAHHcrBeHr,ror HeAocraroK urro e npujaneu Ao AeHec.

Kouynuxaquja co naqneuror:

Xapypsu're KoI{ onepnpaJle naqrzeHTu KopHCTejrtu uexoj oA 3acerHarHTe.rroroBu (eugu Ta6ela 1) rpe6a
Aa npoAo/IlKar co nparerbe H MoHHTOpHpalbe Ha rHe rrar{HeHrH H nocrorreparHBHo, cnopeA HHBeH

cTaHAapAeH np oTo Ko,rr,

llpegeruere rH creAunse axurHocr[:

Haruu're ganucvt noKaxyBaar AeKa Baruara vrHc"rvry\vtja go6uaa eAeH vtt rone(e oA 3acerHarHTe
JIoroBI{ rlpoH3BeAeHI,I Ha B jy,nu 2020 roguua, Be N{orurue, rpe3eMere rv cJreAHHBe aKrHBHocru:

1. BsauateJlHo rrperJle4ajre rra IaHQopr"raqurare coApxaHH Bo osa I,lseecryBarbe aa 6es6e4uocr.
2. Bparere rH 3acerHaruTe rlpoH3BoAH KopHcrej(rz ro rrpoqecor Ha craHAapAeH rroBpar. Koncynrapajre
ce co BarrrHor KoHCyJrraHT 3a npo4ax6a 3a Aa ce ocr.rfypare AeKa npaBH,rrHo ce npa(aa.r 3acerHarHTe
npoH3BoAH H Aa ce opraHu3upa HLIBHa 3aMeHa, 3a 4a go6ujar 3aMeHcKr.r npor.r3BoA H.[H HaAoMecr,
KJIHeHTI,ITe Mopa Aa rta Bparar [poH3BoAr,tre KoH ce [peAMer Ha oBa I4snecryname sa 6es6e4Hocr.
3' ilonolsere rH cHTe rIo.IIHrba oA flpu,rroxeHHor <Dopuynap 3a AeJroBeH oAroBop, Be lroauue, Aa tv
HaBeAeTe HMero H aApecaTa Ha LlHcTulytTujara, 6pojor Ha cMeTKaTa, r,rMeTo Ha .[HrIeTo rrrTo ro
I]ono,[HyBa Qopuynapor, Hac,rloBor, aApecara 3a e-trorrrra, releQoucxllor 6poj u rrornr4cor Bo
IIpeABHAeHHTe MecTa
4. llpenpa'rere ro oBa H3BecryBarre Ao [epcoHaJror Bo Baruata vHc"tv"ty\ktja xoj rpe6a 4a 6u4e
raHQoprvrupaH.

5. Axo uercoj o4 HaBeAeHHTe npoLI3BoAH e npe[pareH Bo Apyra r.rHcruTyr{uja, moHraxrupajre ja raa
I'IHcrHTyl{Hja ra o6es6e4ere xonuja oA oBa Hsaecryoarre sa 6es6e4Hocr Ao pe.reBaHTHr.ror rtepcoHa.[.
6. Ilocrasere xonnja oA oBa H3BecryBarbe Ha BHA,rrr.rBo Mecro nopaAu un$opr"rupaHocr co oBa
Hsaecrynarre aa 6ee6e4uocr.

[IHOopMauu[ sa xoHraxr:
Bo DePuy Synthes HMaMe 3a IIeJI Aa ro r{yBavre s4paajero Ha lyfero ua ceroja Bo3pacr u cexoja Qasa o4
xl'IBoror, Harua'ra rIpHMapHa I{en e 6es6e4Hocra Ha KopHCHHKoT H rrar{HeHTor co o6ea6e4ynarre
npol't3BoAl'I co BI,ICoK KBaJIHTeT. Ce usnuHyBaMe 3a Henpuja'ruocTllre r.uro Moxe Aa rH co3AaAe oBa
Hsaecryname sa 6es6eAHocr u ja 4euurue Baruara copa6orxa. Axo lrruare 6uro xaxeH npauarba,
KoHTaKTr,rpajre ro Barrrtror KoHCy.rrraH'r sa npo4ax6a,

Ba 6"naro4apr,rMe 3a BHHMaHLrero ra copa6orxara.

04roeopHo "{ur{e 3a MarepHoBHrH,rraHr{a
Clannqa KuraHoncna
E-uaur : slavica.kitanovska@cubismedical.com.mk
Ter,: 07231t644
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Ta6e;ra 6p.1 : [Iponsno4ri rrrro ce rpeAMer Ha oBa ]Isrecrynarue Ha 6ee6e4xocr (lloueryrane)

Kara.noruxu 6poi Ilor / Cepucxu 6poi GTIN Onuc Ha [por,r3BoAor
129433130 9543s38 10603295025788 MBT CEM KEEL TIB TRAY SZ3

729433L30 9553989 10603295025788 MBT CEM KEEL TIB TRAY SZ3

129433130 9554547 10603295025788 MBT CEM KEEL TIB TRAY SZ3

129433730 9s54s48 1060329502s788 MBT CEM KEEL TIB TRAY SZ3

729433130 95545s1 10603295025788 MBT CEM KEEL TIB TRAY SZ3

729433140 9548774 1060329s025795 MBT CEM KEEL TIB TRAY SZ4

t29433140 9548777 1060329s02s79s MBT CEM KEEL TIB TRAY SZ4

729433140 95s4s69 10603295025795 MBT CEM KEEL TIB TRAY SZ4

150670003 95s8300 1060329s4920s4 ATTUNE FB TIB BASE SZ 3 CEM

150670004 9555958 1060329s492061 ATTUNE FB TIB BASE SZ 4 CEM

150670005 9554006 10603295492078 ATTUNE FB TIB BASE SZ 5 CEM

15067000s 9556397 10603295492078 ATTUNE FB TIB BASE SZ 5 CEM

150670006 95s8618 10603295492085 ATTUNE FB TIB BASE SZ 5 CEM

150670007 9s57992 10603295492092 ATTUNE FB TIB BASE SZ 7 CEM

150670008 9558238 10603295492108 ATTUNE FB TIB BASE SZ 8 CEM

150670008 9558239 10603295492108 ATTUNE FB TIB BASE SZ 8 CEM

150670009 9555613 106032954921,7s ATTUNE FB TIB BASE SZ 9 CEM

150680003 9557372 1060329s492153 ATTUNE RP TIB BASE SZ 3 CEM

150680003 9557439 10603295492153 ATTUNE RP TIB BASE SZ 3 CEM

150680003 9557440 10603295492153 ATTUNE RP TIB BASE SZ 3 CEM

150680003 9557450 10603295492 153 ATTUNE RP TIB BASE SZ 3 CEM

150680003 95s7460 10603295492 153 ATTUNE RP TIB BASE SZ 3 CEM

150680004 9557444 10603295492 160 ATTUNE RP TIB BASE SZ 4 CEM

150680004 95s7445 1060329s492 160 ATTUNE RP TIB BASE SZ 4 CEM

150680004 9557446 10603295492 160 ATTUNE RP TIB BASE SZ 4 CEM

1s0680004 9557453 7060329s492160 ATTUNE RP TIB BASE SZ 4 CEM

150680004 955745s 10603295492 160 ATTUNE RP TIB BASE SZ 4 CEM

150680005 9557376 10603295492177 ATTUNE RP TIB BASE SZ 5 CEM

150680005 9557377 10603295492177 ATTUNE RP TIB BASE SZ 5 CEM

1s0680005 95574s7 70603295492177 ATTUNE RP TIB BASE SZ 5 CEM

15068000s 9557477 10603295492777 ATTUNE RP TIB BASE SZ 5 CEM

15058000s 9557473 10603295492777 ATTUNE RP TIB BASE SZ 5 CEM

15068000s 9557476 1.0603295492177 ATTUNE RP TIB BASE SZ 5 CEM

1s0680006 9ss6100 7060329s492184 ATTUNE RP TIB BASE SZ 6 CEM

150680006 9s56127 7060329s492184 ATTUNE RP TIB BASE SZ 6 CEM

150680005 9556128 1060329s492184 ATTUNE RP TIB BASE SZ 6 CEM

150680007 9557434 1060329s492191. ATTUNE RP TIB BASE SZ 7 CEM

3a6eaeuma:Unique Device Identifier [UDI):UDI = DI + PI
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H3BECTyBATbE 3A EE3EEAHOCT
Ourrer:eso raxyBarbe r.a37 .rora sa MBT & ATTUNE@ Tibial Bases (S+)
llon"rrerynau,e Ha MeArrrtrHHCKo cpeACTBo - Recall - PeQ, 6poi. L932449

Be uoauue, [ono.IlHere ro onoj <Dopruryaap 3a AeJroBeH oAroBop Bo poK o4 3 pa6orHr{ AeHa rro rrpueMor Ha
HsBecTyBarbero vt Hcnparere ja oBaa Qopua ro e-norrrra / Qaxc Ao
slavica.kitanovska@cubismedical.com.mk.

tr Hncr:Ntyqajara ro .[ol-\Hpa 3acerHaraor npoH3BoA Ha 3a,[Hxa a ru apa(a npor,r3BoAr4Te (nu4ra no4ony). Konrzja oA oBa

hsnecr:ynarbe sa 6es6e4Hocr ce qyBa Bo eBrrAeHqujara ua caMara uncru'ryqaja. fo npovuran z pas6pan
Hsnecryname'ro.

3a npa(ame Ha npoll3BoAor: Be uonurue jaaere ce no cayx6ara sa K.rrueHTu uegejku ro runHqHHor npouec Ha

npa(arae sa 4a 4o6r.rere noBpareH 6poj npe4 acnpa(ame'ro Ha npou3BoAor, [Ipunoxe're Qo'roxonuja oA nonoJrHerlror
<Dopr,,rynap 3a Ae.[oBeH oAroBop KaKo nponpareH AoKyMeHT ao xy'rujata uro ro coApxrz npor43BoAor (npoasno4a.re]
uITo rH npa(are, Bparere ro qe.[Ho'I] u4en'ruQaxynaH npoH3BoA ua: Johnson & fohnson d,o,o,, Smartinska cesta 53, SI-
1000 Ljubljana, Slovenia.

Ko4 na rpoHsBoAor "[or 6poi Koau.runa

tr HHc'raryqrajara HeMa 3acerHar npoH3BoA sa apa(arre, Konuja oA oBa Hsnecrynarre sa 6ea6e4uocr ce qyBa Bo

enu4eHqaja'ra Ha caMara uuc:ru'ryr1aja. fo npo.ruran u pas6paa Hsaecryname'ro,

Hue z upeanue: Hue sa nHcruryqujara:

flornuc*: fl,aryu:

Agpeca Ha r,rHcrnryrlnjara, rpa4:

Cr,rerra 6poj:

J&J IIpo4axeH rrpercraBHHK:

Aaryu Ha npueM Ha llsnecryBarlero:

E-r'aau,r aApeca: TereQoncrrz 6poj:

*Co Baruuor rrornuc xonQupr.lupare AeKa cre ja 4o6uae r,r pas6pale onaa Ho.ruQuxaquja,

Baurure KoMeHTapu ce 4o6pe4oj4eHu. ,6^ \
3a6ereruxa:Unique Device Identifier (UDI): UDI = DI + PI ,.,
DI = hAeuruQurcarop Ha rlpoH3BoAor = GTIN I PI = HAenrnQHxarop Ha npou3Bo{crBoro=,IIor 6poul

Vr " S&Ku?
']i{afl Ji\:,:;-;-r:i

Internal Reference: 193 2449 Page 4 of 5



Be lro,ryutre rorroJrHere ro @opruyaapor H AocraBere
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ro Ao Baruaor rpoAaxeH rrpercraBHnrc na Depuy
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