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''MHOIOIIPOOIIAHA BOAHI,ILIA 3A AKTI,IBHO AEqEFIZB - AOSPI4TI'' AA

CbNbP}I(AFII{E
Ha AOKyMeHTaUr.rsTa 3a yqacTfie B rrporleAypa 3a Bb3JrafaHe
ua o6ulecrBeHa rropr,qKa, cbrJracHo qJr. 31, a.l. I or 3OII

1, Peueulre 3a orKpr4BaHe Ha rrpouelypa 3a Bb3JraraHe na o6rqecrBeHa rtopbqKa -
B orAeneH Saftn.

2. O6sr,rcwle, c Koero ce orloBecrsBa orKpl4BaHero Ha npoueAypara- B orAeJreH

Saftn.
3 . TexHz.recnr,r cneqz $ uKar\uvr n o or.qenHure o 6 oc o 6 eHr,r n o3rrqur4 ;

4.Yxasauuf, 3a rroAroroBKa na oQeprara.
5. llpoexr Ha AoroBop.
6. O6pa:qu Ha AoKyMeHrLr - B orAeneH tfafin:
6.1. llprzno)I(eHl,Ie J\b 1 - 3aA6Jlx{r.rrenen o6pa.:eu: I-{euono npeAJroxeHr4e;
6.2.fIputruKeHl4e J\e 2 - 3aAbJlllflzreren o6paseq: TexHvuecKo npeAno)KeHr4e;
6.3. llprato)KeHlle J\e 3 -3aAbJrxr.rreneu o6paseq: [er<napaqr4{ rro ul. 59,ar. 1, r.

3 or 3arona 3a MepKr,rre cpeqy rz3rrupane Ha rrapIa.
6.4 lIputroxeHrle l\b 4 -. Cnzctr ua ra6oparopHlrre KoHcyluarlrBr4, peaKrr,rBr4 rz

TecroBe 3a orAeJIeHI,Ie "KrI,IHI,Iuna ra6oparopufl" uo o6oco6eHr4 rro3r4rlr4v - B or4enen $afin
MS Excel;

6.5. ErexrpoHeu EEIOil.
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T E XHI,IqE C KI,I C IIEUI,I <D I,I KA UIILI

1" llsucKsaHrrfl KbM AocraBflHrrre [r3AeJrrrs rro Bcr{qKr{ o6oco6eHr,r rro3r.rquu:
1.1. [a ca [poIr3BeAeHI4 or rIpoIr3BoAI{reJr, KofiTo rrpr4nara r4 noAAbpxa cr{creMa

3a yrIpaBJIeHI,Ie Ha KarrecrBoro ISO 9001:2075 ulutI4 cllcreMa 3a yrrpaBneHue Ha Kar{ecrBoro
Ha MeAnrlrHcKr{re u3Aerrs ISO 13485 i2016 ulunu eKBr4BaJreHrHa.

1,2, fia cborBercrBar Ha u3pIcKBaHurITa Ha [upexrrana Ha Enpoleftcxur
IIapnaMeHT Ia Cteera Ha EBpola 98179 EC sa MeArrUrrHcKr4Te cpelcrBa 3a lr4afHocrr4Ka
(rvD),

1.3. [a orfoBaptr Ha I43IrcKBaHvrflTaHaw.82, an, 1 or 3MI4, Karo r4Mar:
- HaHeceHa "CE" MapKupoBKa B cborBercrBrze c r43LrcKBaHr4fl'raHa qn. l5 or 3MIzl;
- HaHeceH naprugeulcepl'IeH HoMep BT'pxy oIIaKoBKI4Te, KoraTo e rrpunolKlzMo;
- HaHeceH u4euru$rzxalll4oHeH HoMep ua uoruSz\r4palurfl, opraH rro qJr. 63, an 4

or 3M11, Koraro rporleAypl{Te, orpeAeJreHr.r B nape46ure ro rrJr. 18 or 3MI4, r43r4cKBar
HaHacrHeTo My;

- HaHeceHIr HapIMeHoBaHve Lr aApec Ha ynpaBneHr4e Ha rrporr3BoAr4tets. uluttu
yrrb JrH oMoIIIeHrzf, rrp eAcTaBr.rTeJr r4 BHocr,rTeJrr ;

- LtHcrpyKuvrfl, sa ynorpeoa, c r,r3KJIIoqeHue Ha v3ljenus"ra, 3a Kor{To roBa He e
npeIBI4AeHo B 3aKoHa. B clyuazre, Koraro I4HcrpyKIII{vre 3a ylorpe6a ca Ha qyr{A e3r4K,

cbrurrre rpx6na Ia ce uv,ar rrpeBoA ua 6urapcKr4 e3LrK.

L4. fia I,IMar cpoK Ha ro,qHocr KbM MoMeHTaHa AocraBKara He [o-MaJrbx ot 60 %o

(urecr4ecer npoqenra) or o6rqu.s cpoK Ha roAHocr,
1.5, Y.racrHLIqLITe Aa rlpeAocraBrr Qraprvreu Kar€uror, npoAyKToB nr4cr LrJrr4 Apyr

orHocllM IoKyMeHT c I,I3qeplarerua unSopMarlur 3a xapaKrepr.rcrrrKr4Te Ha [pernaraHr4Te
rrpoAyKrr{.

1.6. IzIsITTHLITeJILITe IIo nofoBopa rtpu Bcf,Ka AocraBKa cneABa ra [peAcraB.sr
AOKa3aTenCTBa 3a IIpITOAHOCT Ha npeAnaraHr{Te npoAyKTr{: ]J{aHHl1I 34 [por43BOIr4TeJr,
rIaprI4AeH HoMep, cepueH HoMep, cpoK Ha rolHocr v aHurlr3Hu ceplu$uKaru 3a BcrKa
naprr4l.a (opuruualuu, 3aBepeHo Korrr4e r4Jrr4 ny6ru.ruo ononecrenu), AoKyMeHTr{parqli
IrpoI43XOIa, CbCTaBa I,I TeKyrrIr4S KOHTpOI Ha Kar{eCTBOTO Ha Te3I4 rrpOAyKTr4.

2. Vlsucrcn,a;atrs, uo o6oco6eHa rro3llqus J\b 1: {ocranKa Ha .rra6oparopnr.r
KOHCyMaTrrBrr, p eaKTIIBI{ rr TecToB e, IIp eAHa3HaqeHI{ 3 a XeMaTOJrOrUq :

2.1. KouuneKcna ,4ocraBKa or e.4r4H npor43BoAr4Ten 3a BclrqKlr HoMeHKnarypr{.
2.2. flpe4narauure MeAuIIITHoKI4 H3llenLrfl rpr6na 4a 6slar cbBMecrr4Mrr c

MeAIZIII,THCKUTa AnApATypa 3a Ko_f,To rrle ce u3noJr3BaT.

2.3. fioxasarengrBa or (fuplrara [poI43BoALITen Ha a\aparu're 3a cbBMecrr.rMocr Ha
peaKTLrBr,rTe cb c cl4cTeMr,rTe.

2.4. Y'aactHr4rr4, npeAnaralrlu gy6tuxau4 Ha oprzfvHaJrHvr peaKTuBLr (cr,c crqaa
I{JII4 cxoAeH crcran), [poLI3BeAeHI4 or (fI,Iprvra, pa3nr4rrHa or rfuprraara - [poa3BoAr4Ten Ha
anaparvlTe, cJIeABa Aa rlpeAcraBtrT u4cMeHo pa3pemeHr{e or (frzprraara - [poz3Borr4TeJr Ha
arapara 3a ynorpe6a na re3L.I peaKTI,IBrI B a\apura r,r cepru$uKar 3a npocneAr4Mocr Ao
4e(puuu:runeH MeroA.
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3. I4sracrcnaur.fl ro o6oco6eHa rro3r,rquq Ji{! 2: /{ocranKa Ha Jra6oparopHrn
KOHCyMaTI{BII, peaKTUBIl U TeCTOBe, rrpeAHa3HaqeHu 3a XeMOKOATJTaIIIifl - 3a a[apaT
START MAX:

3.1. Korr.rnneKcHa AocraBKa or eAr4H rrporr3BoAr{Terr 3a Bcur{KLr HoMeHKJrarypu,

3.2. Peartrannre Ia ca c AoKa3aHa or npor,r3BoAr4Ter.q cbBMecrr4Mocr c
anap uTnT e (np o rp anau c B anr{Ar,rp aH u aHarrhrTvrqHrr IIp o rI eAyp r4 ) .

3.3. ,{oxasareJlcrBa or $zpuara - npoLI3Bo.4I,ITen Ha anapara, qe peaKTr.rBr4Te r4

KOHCyMarr.rBnre ca Biurr,rAr4paHr4 3a paooTa c anapil Start Max,

4. llsucKsawurfl, uo o6oco6eHa rro3rrrluq J\b 3: [ocranrca Ha ladoparopuu
KOHCyMaTITBI{, peaKTIi'.Br[ U TeCTOBe, rrpeAHa3HaqeHrr 3a rrpeAHa3HarreH*r 3a KJrI.rHLrqHa

xr{Mrrfl u r.rMyHoJof r.rq :

4.1. KorvruneKcHa AocraBKa or eAr,rH rrporr3BoAr,rreJl 3a Bcr4qKr,r HoMeHKJraryprr.
4.2. Pearrnsure Aa ca 6aplco4upalrz u c AoKiBaHa or npor4sBo.4r4Ten.s

cbBMecrr4Mocr c anaparvffe (nporparr,tn c Banv4apatLr anarlarvrqHu npoueAypn).
4.3. B cry.raft, ile npoAyKTI4Te ca npol43BeAeHu e CAI!, yqacrHkrrlr4Te creABa Aa

rrpeAcraBrr ceprz$uxarz or FDA.

5. Llgucrcnalarrs, uo o6oco6eHa ro3rrrluq J\! 4: [ocranKa Ha la6oparopuu
KOHCyMarIrBrr, peaKTllBrr rr TecroBe, rrpeAHa3HaqeHlt 3a fJrrcKoaHaJrIn3aropr\ - 3a a[apar
BIOSENC LINE_EKF:

5. 1. KovnneKcHa AocraBKa or eAr.ru npor43BoAr4Ten

6. I{sucKsalatrs, uo o6oco6eHa rro3rrrtus J\b 5:
KOHCyMaTT{Br{, peaKTktBvr rr TecToBe, rrpeAHa3HaqeHln 3a
ra3oB aHaJrrr3 - 3a arapar RAPIDPOINT 500 - Siemens:

6.1. KorvrnneKcHa AocraBKa or eAr4H rrpor.{3BoAr,rren

6,2. .{oxasarelcrna or [pot43BoAr4Terq Ha

KoHcyMaruBr.rre ca Burr44'vrpa:r'u :a pa6ora c ailapara.

3A BCI,IqKI4 HOMEHKJIATVDI,I,

{ocraena ua .rra6oparopHrt
IIpeAHa3HarIeHI{ 3a KpT,BHO-

3 a BCr4qKr4 HOMeHKnaTyprr.

ailapaTa, rre peaKTI,rBHTe v

7. LlgucnnaHuq no o6oco6eHa rro3rrrruq J\b 7: [ocrauKa Ha recroBe 3a ypuueH
aHaJrrr3arop - 3a arapar DIRUI H-300

7.1; KorvrnneKcHa AocraBKa or eAr4H rrpolr3BoAr4TeJr 3a BclrrrKr4 HoMeHKnarypr'l,

YKA3AHII.fl 3,{ IION|OTOBKA HA OOEPTATA

1. flo4roroBKa Ha o$eprara:
1.1. llpu noAroroBKuta Ha oQeprure yqacrHr4rlr4Te ca AJrb)KHr.r Aa crra3Bar

I43I,IoKBaH[fl"raHa Bb3Jro]s4Tenx. OQeprara cneABa Aa orroBaps.Ha vsurcKBalr4fl'ra, nocorreHz
B perrreHlrero, o6lueHr,rero r,r AoKyMeHTarJnflTa 3a yrracr[e B rrpoqe [ypara u Aa 6tp;e
o(poprrtena rro [plIJIoxeH]ITe KbM AoKyMeHTarILrrra o6pazt1u, Koraro roBa ce r{3HcKBa.
Orronopuoclra 3a rlpaBl4nHoro Bb3rlpueMaHe Ha AoKyMeHTar\vflTa 3a yqacrlre ce Hocr4

e.ql{HcrBeHo oi yvacrHr{qr.rre.
1,2. OSeptI4Te ce [I3forBtr na 6trrapcKl4 e3I4K. [oxyueurtr, Kokrro caHa rryrrA

e3I4K ce [peAcraBrr r4 B rrpeBo.4 ua 6urapcnu.
1.3. [o I43TLIrraHero Ha cpoKa 3a noAaBaHe ua oQepu.rre, Bceru yqacrHr4K Mo)r(e

Aa rrpoMeHu, Aa ilorrrrrHr4vrrr4 Aa otrernlr oQeprara cu.
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1.4. Ilpe4craBsHero Ha o(Depra 3aAbJI)I(aBa yqacrHuKa Aa ilprreMe HarrbJrHo
BCIILIKI4 I43I4CKBaHU' I,I yCJIOBI{f,, rrOCOqeHr{ B perrreHueTo, Oof,BJreHr{9TO r{ AoKyMeHTaUI{.[Ta 3a
yqacrpre B nporleAypara.

1.5. Bcercra yqacrHuK B rpolleAypararrua npaBo Aa npeAcraBr,r caMo eAHa oQepra.
1.6. Jluqe, Koero yqacrBa B o6eluHeHue vrv e AaJ'ro cbrJracue [a 6l4e

noALI3rIbnHlITeJI Ha Apyr yrracrHr{K, He Moxe AailoraBa caMocrotrTemra oSepra.
1.7. B npor{eAypa 3a Bb3JraraHe Ha o6qecrBeHa ropbrrKa eAHo Qr43r{qgcKo r{Jrra

ropuAr,rqacKo Jrrrqe Moxg AayHaaTBa caMo B e.4Ho o6e.4r{HeHr4e.

1.8, Cnrpsalr lrrilJa He Morar Aa 6\IT caMocrorrelHr,r yqacrHr4rlr4 B eAHa r4

cbIIIa lpolleAypa. lloa "cnrp3auu Jrnua, cJreABa Aa ce r4Ma [peABr{A onpeAeJreHr4ero no $ 2,
r. 45 or AP Ha 3On.

1.9. Yqacruuqure Morar na ce no3oBar Ha Karrarlrzrera Ha rperr4 Jrr4ua,

He3aBI4Ct4MO OT rIpaBHaTa Bp:b3Ka MeXAy TrX, rO OTHOrrreHr4e Ha KplrTepr4r4Te, CBT,p3aHr,r C

I,IKoHoMI4tIecKoro vr $unanconoro cbcrorHr,re, TexHrzrrecKr.rre cnoco6nocrz u
upo$ecuonurnara KoMrrereHTnocr. 3a rperr,rre nrrua ce rpr4nara vrt. 65 or 3OlI.

1.10. V.racrHrlllure rlocoqBar n o$eprara cu rroAr,r3rrbJrHr4TeJrkrre Lr Aena or
uopbtrKara, rcoftro rqe uM Bb3JroN(ar, aKo B:lsHaMep.f,Bar Ia rr3lron3Bar raKr4Ba. 3a
rloAl43n:bJrHr,rreJrprre ce [pr4nafa ,il. 66 or 3Ofl

HegaeucuN,Io or B:b3MoxHocrra 3a v3rroJr3BaHe Ha noAI43rIbJrHLrrerrv
orfoBopHocrra 3a I,I3rIbJrHeHr4e Ha AoroBopa 3a o6qecreeHa [opbr{Ka e Ha }r3II:bJrHr4TeJrr.

Brsroxr,rrergr HtMa Aa Lr3BbpuBa Ar4peKTHt4 pa3rrJrarrlaHr,Ir c
II OAI43Nb JIH I,ITgJI I'I TE.

1.11. VqacrHr.rqr,rre Mofar Aa rocoqBar n oSep'rtrre cv r,rn$opnraqr4r, Koqro
cMqrar ra rcou(fuAeHu,IaJlHa BbB Bpb3Ka c HaJrzqzero Ha rbproBcra rafiHa. Koraro
yuacrHI4II[Te ca ce rro3oBanra na r<ou$r4AeHrlktarrHocr, c:borBerHara ran(poprvraqur He ce
pa3KpplBa or Bb3Jroxr.rre[.r{. Yqacrnzqure He Morar Aa ce no3oBaBar ua rcou$u4eHrluaJrHocr
no orHoIIreHI,Ie Ha rIpeAJIoxeHLrflTa or oQeprure r{M, Korrro noAnex(ar Ha orIeHKa.

Ll2. Bcu'tKI4 AoKyMeHTrr ce [peAcraBrr B opr.rfr4HaJr lrrtr :r.ortkrfl,, 3aBepeHr{ or
yqacrHl,IKa c "Brpno c opr4fr.rHaJra", flexnapa\uprre u 6auxoeure rapaHrlr,r.rr, Koraro raKr4Ba ce
r,r3r{cKBaT, ce npeAcraB.sT caMo B opr.rfr4Han.

rrr,rcMeHo oT B63JroxvTe[s, pa3scHeHr4r no
ga o6urecrBeHara [opr,rrKa ao 10 IHr.{ [peAr4
epTuTe, a KoraTo cpoKbT e cT,KpaTeH rrpul

u. B:rsro N ur e [rsr rrpeAo craBs pa3rcHeH LrflT a B

Ho He rro-KbcHo or 6 Anu [peAr{ cpoKa 3a

cbKpaTeH nopaAlz neo6xo4urvrocT oT cneulHo
SQII9HVTflTA He Ce nOCOqBa JII,IIIeTO, HanpaBIInO
a3flcHeHufl! aKo r4cKaHeTo e TIOcTbIII4JIO CJreA

rrpeAocraBsr r{pe3 ny6nuryeaHe Ha npoSvrna
Ha KlrnyBaqa.

._:?, [oAasaHe na oQeprata:
- 2.L ,{oryveHTr,rre, cBbp3aHr4 c yrracrr4ero B nporleAypara, ce [peAcraBrr or

yqacrHl4l(4,^vllv oT yrIbnHoMoIrIeH oT Hefo [peAcraBr4TeJ] - JII{rrHo vlrkr rlpe3 nolqeHcKa I4JIH

Apyra Kypr.repcKa ycJryra c [penopbr{aHa rparxa c o6parHa pa3rrr{cKa, Ha a1peca Ha
Bb3JIoxLITens: rp. ,{o6plt.t 9300, yr. "flanafior Xuroe" 24.
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2.2, [orcyvteHTl,ITe ce [peAcraBflT B 3anequtaHa Helpo3paqHa oIraKoBKa, BT,pxy
KO'TO Ce IOCOTIBaT: HanMeHOBaHI4eTO HA yr{aCTHI4Ka, BKJIIOqI4TeJIHO yTIaCTHUIII,ITe B

o6eAuueuugro, Kofaro e rIp[no)KI{Mo; aApec 3a KopecnoHAeHrlr4.s, TeJreQoH 14 rro Bb3Mo}KHocr
- @axc rI eiIeKTpoHeH aApec; Har4MeHoBaHr,rero Ha [opbrrKura Lr o6oco6euure IIo3L,IquI4, 3a
KOT4TO rrOAaBaT AOKyMeHTT{Te.

2.3,3a roryqeHure o(beprl,I npr4 Bb3Jroxrlrerq ce BoAr{ perr4crbp, B KofiTo ce
or6ensgnar: rroAareJr na o(peprara; HoMep, Aura kr rrac Ha [oryrraBaHe; nprrqr,rHr4Te 3a
BpbrrlaHe Ha o(pepTaTa, KofaTo e rrpr{JroxrrMo,

2.4.llpu [oryqaBaHe Ha o$eprara Bbpxy orraKoBKara ce or6erq3Bar rropeAHr4rr
IIOMep, AUTATA I{ rIaCbT Ha [OIyrIaBaHeTO, 3a KOeTO Ha rrpr4HOCldTeJIs. Ce I.d3AABA AOKyMeHT.

2.5. He ce nprleMar oQeprz, Kor4To ca [peAcraBeHr4 cneA vr3Tr4-uaHe na xpaituux
cpoK 3a rIoJIyqaBaHe ulrkt ca B He3arrequtaHa o[aKoBKa vrrvr. B onaKoBKa c HapyrxeHa rlflJrocr.

2.6. Koraro KbM MoMeHTa Ha v3Tr.rqaHe na xpafiHr4q cpoK 3a [oryr{aBaHe Ha
oQepru [peA Mtcroro, onpeAeJreHo 3a rsxHoro rroAaBaHe, Bce orqe I,IMa r{aKallr4 Jrl{qa, Te ce
BKJIIOTIBaT B C[II4CbK, rOftrO Ce nOArrr4CBa OT rrpeAoTaBr4Ten Ha Bb3JrOrflZTeJrs tr or
ilpI,IcbcrBaIqI,ITe nl,ua. OSeprure Ha [rkrrJura or crrr4cbKa ce 3aBexAar B perrrcrT,pa Ha
Bb3JIOXI,ITenS. He Ce AOrryCKa nprreMaHe ua oSeprlr or JrvilJa, Korzro He ca BKJrroqelII.r B

CTIT4CbKA.

2.7. B cJIyqaI{Te, Koraro o$eprara ce lz3nparrla ro noulara vru c Kypr{epcKa
clyN6a, yqacrHI4Kbr cJIeABa Aa ocllrypr4 nefiHoro cBoeBpeMeHHo rrpr4crrrfaHe [peAr4
I,I3TtIrIaHe Ha cpoKa 3a rIoIaBaHe ua otpeprn. Pzcxrr or sa6aea uru rary6naHe Ha o(peprara e
3a yrIacTHI,IKa.

plr(aHr{e Ha 3arreqaTaHaTa Helpo3paqHa orraKoBKa u yKa3aHrrfl 3a

IAOKyMeHTT{Te B Hefl:
. Onuc Ha rrpeAcraBeHr.rre AoKlMeHTr4.

Cran4apreu o6paseq 3a e;.LrHHr4r enponeficKr4 AoKyMeHr sa o6urecrseuu
yqacTHr4uHTe B

3a BC.SKO Jrr{Ue,

) 34 Y{aCTIIVTKA, a KOtaTO e npUnOlKLrMO - 3a BCeKr,I OT

o0 KoeTo He e IopI{AIIqecKo Jrrrqe, 3a BceKr4 rroAr{3nsJrH[Te[r U
qv rqe 6rAar aHralKlrpaHril B ll3rrbJrHeHr,rero Ha [op:bqKara.

ocHoBaHr.re qJr. 67, al, 4 or 3OlI Equuttust enponeficxocHoBaHr.re qJr. 67, al, 4 or 3OlI Equuttust enponeficxr,r AoKyMeHr sav t ) wt. uAtLLrLLtLrL L vDi/vrrv4v^n AVAJ lvtwn I Ja

pbqKr (EEAOII) ce rpeAocraBr B eneKrpoHeH Br.rA no o6pa:eq, yrBbpAeH c
cKaTa KoMtIcpr.f,.

'""' EnerrpoHuzxr EEIOII e qacr or AoKyMeHTaur4rra sa o6rqecrBeHa rropbqKa,
ny6n-unynaud ua npo(fuJla Ha Ky[yBarra 3a KoHKpernara o6rqecrBeHa nop:bqKa. Y.racruuKrr
IIorIbJIBa, eEEIO|I ntn Sopnaat *.xml, vpee un(fopMarlr4oHHara cr,rcreMa sa eEE[OlI Ha
u{pg,? https;//ec.europa.eu/tools/espd. B raH(fopMauproHHara cr4creMa ytracrHrzuure 3ape)xAar
upefiocranenus or B63JIoxI4Tett $afirr nrn Qoplrar *.xml, nontJrBar neo6xo4rzruyrre plaH:nLT vI

xml.
r4Te Aa npeAocraBar EEIOII B eJreKrpoHeH

a HefoBoro cbAbpxaHr{e (*.pdf). [orylaeurur
H eJreKTpoHeH [roArrrrc oT Jrr,rqeTo, KoeTo e

3?A!JI)KeHO Aa rIoAnI,Ime EEIOil. Elexrponno [o.4nI4caHV-rIT AoKyMeHT, 3arrr4caH Ha orrrr4r{eH
n{gzren (CD, DVD, Sraru uauer) ce nocraBr B orraKoBKara c o$eprara.

;, llpe4ocr:aneHrrrr or yqacrHuxa $afirr, cbAtplKaur EEIO|I ne rpx6aa 4a e
3apa3eH a BLrpycu, Aa He cbAbpx(a MaKpocu vtrvr vr3rrrrrHr4M npofpaMeH KoA. ,{or<yrr,reHrrr
c4j?i4Ba Aa cbArbpxa npaB (uexpunrupan) rerccr.

ft'r

. CKATA KOMI4CIIf,.'r iat\ -
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He ce [prleMar 3a peAoBHo rroAaAeHrr uo cMr{cr,Jra Ha qil. 6'7, an. 4 or 30r|
IIOAIIIICaHII Ha pLKa I,I cKaHupaHI,I EEAOII.

.llo4po6uo 3a eEEAOII yqacrHuu[Te Morar Aa ce 3arro3Ha.f,T or Mero4zrrecKr4Te
yK€}3aHuf, Ha eJreKTpoHHaTa cTpaHr,rqa Ha AOII,

flplr nogroroBKara ua EE{OII cJreABa Aa ce rrMa rrpeABr{A cJreAHoro:
3.2.1. 9pes EEAOII yqacrHuKbr AeKnapupa ril4ncara Ha ocHoBaHr4rra 3a

OTATpaHflBaHe I{ cbOTBeTQTBITe C KpI{TepI{IdTe 3a IIoA6op, B Hero Ce [peAoCTaBs cboTBeTHaTa

uH$oprraaqr4fl., Lr3vIcKBaHa or Bb3Jronfi4Telrfl) n ce npeAcraBflT [aHHu orHocHo ny6luvnure
per[crpl{, B KoI4To ce cbAbp)Ka nntpoprvra\Lrfl, 3a AeKJrapr4paHnre o6crosrercrBa vrru 3a
KOMIeTeHTHI,IS OpfaH, KOfiTO CT,|JTaCHO 3aKOHOAaTeJTCTBOTO Ha CT,OTBeTHaTa ABpXaBa e

nJIbxeH Ia rlpsAocraBfl I{H(bopMar\vs.3a resl4 o6crosrercrna cryNe6Ho Ha B63Jro}Kr,rreJu.

?.2.2. 8 qacm II, pasden "A: IrluQopuaqun 3a uKoHoMuttecKufl onepamopt', B

pa3Aena-"-"Irldeumufurcaqun" yqacrHlrKbr cJreABa Ia orroBopr4 B cborBercrBue c
perl,IcrpallklflTa cv B TbproBcKrzfl perr,rcrbp r4rru Apyr perncrrp c:so6pa3Ho Harlr4oHaJrHoro cr4

3aKOHOAaTeJTCTBO.

.^__.3.?.3. B ,tacm II, pasden "A: Irlufiopntaqun sa uKoHoMtrtecKun onepqmop,,
: ii.i:'' :

yrracrHr4KbT cJreABa [a oTroBopt4 trurr4 yqacTBa B npoqelypaTa, 3aeAHo c Apyrr4
r4KOHOMI4qegKra OnepaTopr{.

3.2.4. B vacm II, 1yrcea "A: Irlu$opua4'ufl 3a uKoHoMuqecKun onepqmoptt,
yqacrHr,rKbr cJreABa,4a rrocoq[ rro Kor{ o6oco6euu [o3r4rlr,tr4 rrpeAcraBr oQepra.

3.2.5. B qacrn II, pazden "8. Irlu$opuaqun sa npedcmaeumeflume Ho
uKoHoT4l'(UqQKun onepamop'1 yuacruuffi cJIeABa Ia orfoBoprz B cborBercrBrze c
perl{crpaqu{Ta cI,I B TbproBcKlcs pefucrtp wM Apyr perucrup ero6prBHo Harr[oHanHoro crz

sarouo4breJrcrBo.
IIuQopuat4un omHocHo u3nor36aHemo Hq

T,T CJIeIBa Aa OTTOBOpV n\a-Jrll IIIe I43IIOI3Ba
Kpr4Tepr4IITe, CBbp3aHI4 C T4KOHOMLTqeCKOTO t4

6uocrn z npo@ecuoHaJrHara KoMrrereHTHocr.

,4Oil'
Izlufuopuat4ua se nodusnunuumeru, rtuumo

Kqnaqumem u'KoHoJvrwrecKunm onepqmop HnMa da u3nons6o", yqacrHktKbr cneABa Aa
oTtoB opI,I K-or,r pa noAr,r3II6JIHI{TeJrrZTe, KOTTTO UIe [On3 B a.

.!,'^ ..J4-lbceKu TIoALI3IIJIHIITeJI ce npeAcraBr orAeJreH EEAOII. flo4usnr,lru{reJrvretKC- . :': -:,'
TptOBa Aa QTfoBaptT Ha cboTBeTHHTe KpuTgpnld 3a rIoAOop c:boopa3Ho B.LrAA v Aena oT
qqpsY$ara,-xo;ftro qe LI3rIbJIHflBuT,lr3arsx Aa He ca Hanvqe ocHoBaHr4f, 3a oTcrpaHsBaHe orilli.
rpo{o[]para;.

HoaaHLtn, c6bp3aHu c HaKa3amenuu npucudu"
gTeJICTBaTa 3a OTCTpaHSBaHe OT yr{acTpre B

(ocrN4aue 3a npecrtnrre:nvfl. rro qJr. 108a, ql.
253-2536, qn. 301-307, ul. 321 u qil. 32Ia u

wl-352-351i,'ot HK prnz aHaJIorIaqHu B rpyra Abp)KaBa rrJreHKa vufirrpera crpaHa), KaKTo 14

I,rp-eAnpl4grl{Tg MepKLI 3a HaAexAHocr rro qn. 56 or 3OlI, Koraro e np}rJro}K[n4o. Tesz
QCHOBaHIZT : Qe OTHag.f,T 34 rrtr\UTA, KOI4TO npeACTaBnrBaT yqacrHl4Ka, lrJleHoBere Ha
yupanurel{d u na4ropHl4 opraHI,I rr 3a llpyrr4 JII4IIa, KoHTo r4Mar npaBoMoulr4r Aa ynpa)KHrBar
KoHTpon rrprl B3eMaHero Ha pelxeHl4fl or re3v opraHr.r. Jlugara,3aAbmr(eHr4 Aa AeKnapr4par
o6crostenrTBara rlo rrJI. 54, wl 1, r. 1 n 2 ca rocoqeHr4 n .u. 40, u. 2 or II|I3O|I. Koraro
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nsncKBaHv.f,Ta no .c.n. 54, ar, I, r" 1 u 2 or 3OlI ce orHac-rrr 3a rroBerre or enHo nuue. BcI4rrKLI

JIUUa noArll{cBar eIr4H n cbIrl EEIOII. Koraro e HaJrr4Ue Heo6xoAraMocr or 3arru4ra Ha
JIllr{H}ITe I?HIJVL krnl/r ilpzl piBII,ItII4e S O6CrOqreJICTBaTa, CB:bp3aHI{ C JIIrr{HOTO CbCTO'HIIe,
LIHOopMaIIIzflra orHocHo r{3r4cKBaH:aflTa no qJr, 54, al, 1, r. I n 2 or 3OlI ce ilonbJlBa B

orAeneH EEAOil 3a BctKo lrvrle vnLr 3a HtKor,I or Jrr4uara. B clyuazre, Kofaro ce ronaBa
IloBerre or eAI,IH EEAOII, o6crosrelcrBara, cBT,p3aHr,r c Kpr4Tepr4r,rue sa no46op, ce cr,Abplrar
caMo n EE{O[I, rIoArIIrcaH or JII4IIe, Koero Moir(e caMocroflTeJrHo ila lpeAcraBJrrBa
cborBerHr,rr cronaHcKra cy6exr,

3.2.9.8 qacm III, pasden "B: OcuoeaHun, crbp3aHu c nnau4aHemo ua dauuqu u
colluarHo-ocuzypumelHu zHocrcu" yuacrnutcbr AeKnapupa :nuturrruero Ha o6cro.f,rercrBara 3a
orcrpaHqBaHe or yqacrr,re B npo{eAypara rro qJr, 54, an 1, r.3 or 3OlI, r.e. AaJrz rzMa
3aAbJH(eHI,I.t 3a AaHIIIIT r4 3aAbJrx(vreJlHr,r ocrrfypr4TeJrHl4 BHocKr{ no cMr4c'brra Ha'il. 762, ur,
2, r. I or ,{O|IK, KaKro I{ rrpeAnpuerl4re MepKrr 3a HaAex(AHocr rro qr. 56 or 3OlI, r(oraro e
npuroxurro.

3,2.10. B .tacm III, pasden "B: Ocuoequun, c6bp3aHu c HecbcmoflmerHocm,
rcoufnurcm Hq uHmepecu uttu npoQecuouanuo HqpylueHue" yeacrHr,rKbr leKJrapvpa
HaJlHquero Ha-o6cro.f,reilcrBara 3a orcrpaHflBaHe or yqacrr4e B rrporleAypara rro qr, 54, aJr. 1,
q..,!,5,.(u.,7Ot 3OlL OcHoBaHI4tra ro .IJI. 54,r.7 or 3Ofl ce orHacsr 3arrkrrJara, Kor4ro
npgAcl?B{r5Pqt yqACTHVrKa, qJleHoBere Ha ynpaBr{renHH rr HaA3opHrr opraHLr Lr 3a Apyfr4 [r4rJa,

{a MorIIIrt Aa npl4 BeMaHeTO Ha peureHr4s oT Te3r4
qB aAbDr(eHra sreJrcrBara rro qr. 54, wt, 7, t. 7 ca
r,.9 wl2 or lI aHuflra rro r{Jr. 54, an 7, r.7 or 3OlI ce
oTil?FgTt3a roleqe or eAHo rrkrrle, Bcr4r{Kr4 nr{qa roArrr4cBar eAuH 14 c6rl EEAOIL Koraro e
HzuII4.IIe neooxoArauocr or 3arIII,ITa Ha Jrr{rrHr{Te .qaHHu ulfit rrpu pa3naque s o6crosreJrcrBara,

a orHocHo rr3r4cKBaHr4sra rro ul. 54, alt. 7, t. 7
o nr4rle vrvr 3a HgKor4 or Jrlzrlara. B clyuaure,

o6crosrercrBara, cBbp3aHr,r c Kpr4Teprrlrre 3a
caH oT Jrr4rle, KoeTo MolKe caMocTo.[TeJrHo Aa
llo4 "xoHSJrr,rKT Ha r,rHrepecu" cJIeABa Ea ce
r [P ua 3OlI, Koraro Bb3Jroxr,rreJrqr, HeroBr{

Hefo OuTo fIaCTBaT B

eTO H .[a nOBnIlqflT Ha
pec, K clollana qn,54 or

Sa4qna sa lppr4no4eftcrnze Ha Kopyrqvfl-ra u 3a orHeMaHe Ha He3aKoHHo npu4o6uro
I'ISyrUecrBor li.-:a r<ofiro 6u uorlo na ce [pLIeMe, rre Brr4qe Ha r{xHara 6esnpucrpacrHocr r4

H g3.aBrrcr4Mo c-T. BbB Bpb3Ka c Bb3 JraraHero Ha o 6rqe crn eHara lopbrrKa.

r,r3 M to u s qH e'' y HactuuKbr AeKn ap vp a Hanwil,r ero H a :

3.2.1I.1. O6cro.sreJlcrBara 3a orcrpaH{BaHe or yrracrve B npoueAypara rto qn,

5.4., an 1, r. 1 or 3OlI (ocrx4aHe 3a rrpecrbnrrenufl. rro trrr. 194-208, \r. 273a-217,'il. 2I9-
252 u qr. 254a-255a u w. 256-260 or HK unu aHurofur{Hu B Apyra A:bp)KaBa qJreHKa rrJrrr

Tpera crpaHa). Tegu ocnoBaHkrs, ce orHacflT 3a lrr4r\ata, Korrro rrpeAcraBn{Bar yqacrHvrKa,
qreHoBere Ha ylpaBrITeJIHI4 Ir HaA3OpHrI OpraHIr v 3a Lpyftt J[rqa, Kor.rro rrMar rrpaBoMorrlut

Aa yrlpaxHtBar KoHTpon rIpH B3eMaHero Ha pelreHr,rr or re3rr opfaHr4. IIntlata,3aAbnlKeHr4 Aa
AeKnapllpar o6crosrencrBara rlo IIJI, 54, al. 1, r. 1 u 2 ca [ocorreHrr e qr. 40, at. 2 ot
fIfI3OlI. Koraro I43I,IcKBaHI{.f,Ta ro utr. 54, ar. l, r. 1 u 2 or 3OlI ce orHacrr 3a rroBerre or
eAHo nl{ue, ncuvxu JIt4IIa rIoArII4 cBar erv:c_ v crrq EEAOII. Koraro e Hanr4ue ueo6xo.4rauocr
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oT 3aUI4Ta Ha IIurrHuTe AaHHI{ vlvr npkr pa3Jll4true B o6cTorTeJIcTBaTa, cBbp3aHV C II4qHOT'O

cbcroflHl{o, uHQopMaII}Itra orHocHo r43r{cKBalurflTa rro rrJr, 54, at. 1, r. 1 v 2 or 3OlI ce
TIoIIbJIBa B orAeneH EEAOII 3a BctKo JII{qe r4nr4 3a HrKor.t or nrrUara. B clyuaure, Korare ce
rlo.qaBa IIoBeqe or oAI,IH EEAOII, o6crosrercrBura) cBbp3aHr4 c Kpr4Tepr,rr4Te 3a rroA6op, ce
clAbpxar caMo B EEAOII, rIoArII,IcaH or Jrr,rqe, Koero Molr(e caMocroflTenHo Aa npeAcraBnflBa
CSOTBETHI.IS CTOTIAHCKIA CY6 CKT.

" ""3,2,11.2. O6croflTeJlcrBara 3a orcrpaHsBaHe o'r'ylracrr,re B nporleAypara ilo r{r.
54, aJri,,\,'r. 6 or 3Oll (ycraHoBeHo c BJr[3Jro B clrJra HaKa3areJrHo rrocraHoBJleHr{e r4Jrr4

cr4e!6no pelreHrre, HapyrreHr,re Ha rrJr. 61, a,rr. I, ul. 62, u. 7 ulu 3, .r;r. 63, at. I uttu 2, u1^.

1 18, .{[. I28, wt. 228, an 3, un. 245 u.rr. 301 - 305 or KoAerca Ha rpyAa Lrru rrr. 13, at. I
or 3arona 3a rpyAoBara MlIrpaIII4t I.,r rpyAoBara uo6zrHocr r4Jrr4 aHarorr4rrHLr 3a4'T,IrlKeltrs,
ycTaHoBeH'It c'aKT Ha KOMfIeTeHTeH OpraH, CbUIaCHO 3aKOHOAaTeJTCTBOTO Ha AbplKaBUtA, B
KOITO KaHAI'IAaT:sT plrrr yqaCTHI'IKT,r e yCraHOneH).

3.2.1I.3. Cnrpsanocr c Apyr yqacrHr4K B rrpoueAypara rro cMr,rcbJra ua $ 2, r. 44
or ,{P ua 3OlI, BbB Bpb3Ka c $ 1, r. 13 u 14 or ,{P na 3aroua aa ny6rzuuoro npeAnaraHe Ha

ueHHLr KH4rya.

3.2.11.4. llpeurcu 3a yuacrue n o6ulecrneHr.r ropbr{Kr.r rro vr. 3, r. 8 o'r 3aroHa ga

LlKoHoMr,Iqebxure z $znancoBl4Te orHorxeHlrr c ApyxecrBara, pervcrpkrpa]Flvr B ropr4cAzKrlrrz
c Tflx nurJa 14 TexHrrre 4eftcrezremrn
co l. 4 ot cbrlr4r 3aKoH.

,, oHocr rro qn. 56 or 3OfI, Koraro e

:4nv lr^annnl{ero Ha Ir3KJIIoqeHrrs, 4 or 3axona 3a r.rKoHoMl4r{ecKkrre r4
e QrHorIeHI{fl c ApyxecrBara, perl{crprrpanr4 B ropr4cAr4Krlzu c npe(fepeHurraneH

A${F.rI€g pg5.qiur, cBbp3aHLITe i rsx nvrJalrrexHrzTe 4eficreurerulr ce6cre.""q";
. :- ..,'3':4,11.6. O6croflTeJlcrBara 3a orcrpaHflBa:ne or nporleAypre, rpor43rr4rraruu or

yn.,59;, a+...I qf 3arona 3a rporlaBo4eftcrnue Ha KopyrrqLrflTa Lr 3a orHeMaHe Ha He3aKoHHo
npg4oQIaroTo 4vtytqecrBo, orHactull4 ce Ao Jrl{qe, 3aeMaJro Br4clra nyOluvua AJrb}KHocr,
K9qI9 B rIOCJIeAHara eAHa TOAUHa OT r43rrBJrHeHr.rero Ha npaBoMonJldflTa plnrr 3aA:r,JrlKeHr4flra cvl
no, cnync6a e, yqacrBaJlo B rlpoBexAaHero Ha rrporleAypr4 sa o6qecrBeHr4 rropbrrKr4 ra

rrp eAcTaBJrrB a. yqacTHr4K B HaCTOf ilIaTa rrp oqeAyp a.

3.2.I2. Vuacrnuqure ca AJIIx(HA ra yBeAoM.rrr ru4cMeHo B:b3JrorflzTerr n 3-4uenen
cpoK or uacrtr-lnane na o6ctotreJlcrBo rlo trJr. 54, an 1 or 3OlI, I:eKnapupaHo or rsx B qacrv
II u III sa EEXOil.

rqfi1o 4oras_n4 cborBercrBllero cI{ ro pa3Aen III.1.1) or o6qereHr4ero 3a orroBecrtrBaHe Ha
o6utecrseHara lopbrrKa: Pa:pemeuue 3a rbproBr4fl Ha elpo c MeArarIr4HoKr{ Lr3rerul,
I4.3-I4AeHo.oT I4An vnh 4pyr AoKyMeHT, yAocroBeprBaq npaBoro Aa r:bpryBa c MeAzrIr4HcKr4
Lr?A9;rIr :,.WAaAeH or KoMnereHTeH opraH Ha c:borBerHara Abpx(aBa. Pa:peurenze Lrlrpt
y.4 He ca I43IrCKBa OT rIpOr43BOAr,rreJrr4Te Ha MeAr4rIr4HCKtr r43Aenus, ycra]HoBeHu
Ha Ha Peny6nuxa Eurapl4{, Karo roea o6cro-f,TeJrcrBo ce nocoqBa Ha c:blrloro
Mncro B"FEAqII.

" --.,3.2r!4.8 qacm IV, Tyrcea "8": TexHuqecKu u npoQecuoHanHLt cnoco6uocmu,,
y:laqTHI{EcT nocoqBa AoKyMeHTa, c rofiTo AoKa3Ba cr,orBercrBr.rero cr4 no pa3Aen III.1,3) or
o6-sBileHlaerb sa.orloBecrtBaHe Ha o6rqecrseHara nop:6qra: Ceprzszxar, yAocroBeprBatrl
EIIgIpeHa _Qrrcreya 3a yrrpaBneHr.re Ha KarrecrBoro EN ISO 9001.2015 ulntm EN ISO
13485:2016 uluy.u eKBI{BzuIeHrHa, c o6xear e o6racrra Ha npor.r3BoAcrBoro ulutru
TsproBrz.rrTa c MeAr4rIr4HcKr.r rr3Aenrrt
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' 3,2.15. Y.racrnuqzre Morar Aa r,I3rron3Bar EE[O[, roftro Belre e 6ilr H:lnorssaH
npll [peAXoAHa [poqeAypa 3a o6ulecrBeHa nopbqKa, IIpr ycJroBr4e, qe norBbpAflT, qe
cbAbpxarrlara ce B Hefo uH(foprvraqu.g Bce oqe e aKTyaJrHa, npu ycnoBLrflTa Ha w. 44, at, 2
or |I|I3OII.

;3.3. ,{oryMeHrl4 rlo qJI. 45, an 2 or lIlI3OlI sa AoKa3BaHe Ha npeArrpr4err4re
MepKr{ sa ua4ex4Hocr rro .rr. 56 or 3OlI, Koraro e rrpr4noxr4Mo.

. 3.4. llpu yracrHlIqlr o6eAuneuur, KoI4To He ca rcpuAr4r{gcKr4 lrtx\a - Korlr4e or
AoKyMeHT: or xofiro Aa I BI{AHO rlpaBHoro ocHoBaHr4e 3a cb3AaBaHe Ha o6e4raueHuero, KaKTo
u clefinana uu(foprr,rallrl{ BbB Bpb3Ka c KoHKpernara o6rqecrBeHa nopbqKa: npaBara vr

3aA:rnxeEll;tra Ha f{acrHl,Iql,rre n o6e4uneHr4ero; pa3npereneHr,rero Ha orfoBopHocrra
MexAy rlJreHoBere ua o6eAzueHl4ero; Aeftuocrure, Kor4To rrle r43nbnHf,Ba BceKV rrneH Ha
o6e4ranerraetq.

qeHdih - ncj saArrxrzreJreH o6paseq flpuloNenue Nb 1,
.: 3.5,1. B rosl,t AoKyMeHT BceKLI yqacrHuK e Anr,)r(eH Ia [ocorrr4 o6oco6esara

rIo3I{UI4t, 3aK9I,ITO npeACTaBt IIeHOBO npeAJrOX(eHue vr Aa npr4no)Kr4 rrorrsJrHeHa 14 rrollprcaHa
qEo.rBeTIrATA )racr (o6oco6ena IIo3LIqLu) or CnncbKa Ha na6oparopHzre KoHcyMawrBLL
ppar<uteu rrecroBe 3a orAeneHue "Krr4Hr,ruua na6oparopvfl"- flpznoxceHr,re Ns 4.

,, ..B cborBerHara qacr (o6oco6ena noszqzr) or Cnzcu<a BceKr4 yqacrHr4K cneABa Aa
rrQrrbJrHr4 HH r4 peAOBe:

trli. +. . yqacmHuKbm nocoula Kamaro)tcHun HoMep ua usdenuemo, Koemo
nqeoilqzq, e npunoucl.tJ,to.

...... , : A6
lr\.'.: J':,i1': -;

i ' .,,";lr.i a .7 Ka
6 . M?PHU (Cb pj i:; _ . ! ;;.)-.' ;i{.' ;i,i.

8 yuacmuuKbm nocoqea npednazaHarna UeHa Ha onaKorKq a neaa des
)!ctur4o, Kamo qeHama Ha onaKorKa mpn1ca da e sarcpuereHa do emopua

s. a"q,rc. p 
4t 

e Q' _d,e {q m uv u a m a s an e m afl .'B tionoua 9 yuacmHuKbm nocoqna npednazauama eduuuuHama ryeHq Ha MepHa
gQuuq4a G neG-q 6es ffC. Eduuu,auama qeHq Hq 

^4epHq 
eduuu4a 6 KonoHa 9 ce nonyuaea,

ryQmo qeHama.3q.onaKooKa Hq 6cnKo us)erue noomOenuo ce pasdenu Ha ltvecmuJvtocmmq
(Qpon MepHu 9dr41tut4u) e edua onaKoeKq (rcon. 8 : Kon. 7). EduuuuHamq qeHa Hq MepHa
eduuut4a cnedea da e sarcpuzlleHq do vemeupmun sHaK cned decemuttHama saneman,

Ha pedoaeme "O6ry c6op KonoHa 9" yttacmHuKbm nocoqna c6opa om
cmouuocmwme ry ecercu ped om KoJIoHq 9 (t4euume Ha qcultKu HoMeHt<nqmypu no
o.Qgcq6euarna 11.qytaufl). Cdopum ce saKpbznt do emopun suarc cned decemuuuama sqnemat,

i ." i',^

,3 . 6,. TpxnuqecKo npeAnoxeHr4e, cbAbpxarqo :

'3.6-.1, TexHLIqecKo rlpeAJlox(eHrze - tro 3aAT,Jrxr.rreren o6paseq flpuro>r<eurze l{s 2
:i : i.ti.':i : i't'i '

qT AOKyMeHTL KSM AOKyr\4eHTaUr,rrTa 3a ylracTr,re.
!1.

BCI4IIKT4 HOMeHKnaTyprz

B C6OTBETCTBI,IE C
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= Aelilapupa c:brJracl4eTo cI4 c KJray3r4Te Ha rrpr4nQ)r(eFrzr [po9KT Ha.4OrOBOp;

:, ,, ., 1*r. -,,(exnapupa cpoKa Ha Banr4AHocr Ha o(feprara;
,.,.,:, ,, Ha cpoKoBere 3a: I,r3fr6JIHeHr,I9 Ha AOfOBOpa, IIJIaUIaHe,aoorgri'z 

T"'i.XXffi:""ii^!ilfX;or Bb3rror(lrrerrn ,4 rrocoqeHr4 B

o6paseqa Ha 4or<yueura.
' 3.6.2. .{orcyueHT 3a ynlnHoMolrlaBaHe, Koraro Jrrzqero, Koero rroAaBa oQeprara,

He e 3aKoHHI{flT rrpeAcTaBrrTeJl Ha yr{acTHI4Ka.

3.6.3. (Drapueu KaraJlof, npoAyKToB rrr4cr unLr rpyr orHocr4M AoKyMeHr c
rr3qeprrarenua zn(poprvrarJlar 3a xapaKTepr{crr,rKlrre Ha [peAnafaHr.rre npoAyKTr{.

3.6.4. Calro sa yrracrHI4III4Te no o6oco6esa rro3r,rurrr }lb 1: locranra Ha
na6opalropHr,I KoHcyMurvIBpr, peaKTr,rBr4 I{ TecroBe, npeAHa3HaqeHlr 3a xeMaroJrorr4r:

,, , -,,{ora:ateJlcrBa or (pupnaara - [por.r3BoAr4Ten :rraanaparkrre 3a cbBMecrr4Mocr Ha
pbarrdHur'e' cEC cucreuure.

cxoAeH 919rap), rpoI43BeAeHI4 or $uprvra, pa3Jrr4qHa or Qupuara - rpolt3Borr4ren Ha
ailapuilLT7,,CngAea Aa rlpeAcraBsr III4cMeHo piBperxeHr4e or Szpruara - npoz3BoAr4TeJr Ha
a\ Ha re3LI peaKTI,IBt4 B arlapara u cepruQzKar 3a npocneAr,rMocr Ao
AF

: o 3a yrracrHuql,ITe rlo o6oco6ena rro3rzrlr.rfl Ns 2: [ocranlca Ha

Inqqp.€9PH-'I'I KpHcyMutvrBvt, peaKTI4BI,I II TecToBe, npeAHa3HarIeHLI 3a xeMoKoafyna\vs. - sa
auapar START MAX:

.:. . , ,. {olcyrraeur 3a AoKa3aHa or npoI,I3BoAI,ITeJrf, clBMecrrrMocr Ha peaKTrrBr4Te c
anap uil4'r e (npo rp arru c B anr,rArrp aH v aHurur vr*rz up o q e4ypn ) .

;. [ox4sareJlcrBa or (fuprraara - [pol43BoAr,rreJr Ha ailapa'ra, qe peaKTr.rBr4Te Lr

apar Start Max.
o6oco6eua no3r4ur{f, Ns 3: nocraeKa Ha

TOBe, rrpeAHa3HarreHl4 3a npeAHa3HarreHu 3a

c AoKa3aHa oT npor43BoI.I,lTenfl. C6BMeCTT,TMOCT

Ba-Jru 4vp aHV aHanuTuqHr4 nporleAypu).
e rporyKTvre ca npor43BeAeHu n CAI!, yqacrHr{uvre cJreABa Aa
or FDA.

-;.r,.,. .7, Cauo 3a yqacrHI4IILITe IIo o6oco6eHa no3r4rlr4s }l'e 5: [oc,raexa Ha
liadop rcoucyrvraruBl4, peaKTI4Br4 r4 TecroBe, rrpeAHa3HaqeHr4 3a npg.4Ha3HaqeHl4 3a

.4p:s9{p-,l.ffQn gganns - saanapar RAPIDPOINT 500 - Siemens:
. . .... - .: - [oxarareJlcrBa or rIpoI43BoAI4TeJrr Ha anapara, qe peaKTrzBr4Te I4 KOHcyMarvBI4Te
ca nwtugnpana :a pa6ora c anapara.

3-.6.8. Carrao 3a f{acrHrrIILITe [o o6oco6ena rro3r,rrlr4{ No 7: .{ocraB:rraHarecroBe 3a
'i.,

yprrHeH auanu3arop - sa arapar DIRUI H-300:
- v;acruzqr,rre B rrpoueAypara, rrpeAJrararuh peaKTrzBr4, Kor4To He ca [poH3BeAeHr{

oT npolz3BgllT.ent Ha MenI,Iq[HcKaTa anaparypa, 3a Kosro rrle ce r,r3rroJr3Bar, crreI.Ba Ia- 'Ka3areJlcrBa 3a cbBMecrI4Mocr (paspeureuue or Szpuara-upor43BoAr4TeJr Ha
a3pellreHa ynorpe6a Ha re3n peaKTI4BLI B arrapura v ceprzftuxar 3a

4o ge(f unurr4BeH MeroA, lrJrr.r eKBr4BanenrHz).
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3 . 7. Kpurep vru 3a B63Jraf aHe

6'sgal ollgrrffiaHll rlo KpllTepprit "Hafr.-rrr,rcKa rleHa".flpe4loxeHara or yqacrHr,rKa rleHa e

o KgkrpalJa, KparHa r{ H9 noAJrexr{ Ha rrpoMflHa 3a uenr4fl cpoK Ha AeficTBr4e Ha

A ecrBeHa ilopbqKa, Karo B Hetr ce BKIIoT{BaT BC}IqKI,I pa3XOAI4 Ha yqacTHI,IKa,
-I43rIbJIHeHr4e Ha nopbqKara.BrglolrlEreJltr He e 3a4bJrlr(eH npl4 rr3lrr,JrHeHr4e Ha

Aa peurr43lrpa o6sseuara npofHo3Ha croftuocr Ha [op6rrKara, Karo

AeftcTBllTennara croftuocr ce orrpeAenfl or KoHKperHr4Te norpe6uocru Ha Bb3rroxr{Te rfl. 3a

rleJllrs cpoK rra 4effcrnue Ha AoroBopa,

: 4.'flpyruyKa3aHrq:

BOtKa or-n6si.Iql4l4Te ce rpeAcraBf,T orAeJrHo IfeHono npeAnolKeHze - llprzlolr{eHr4e l\! 1 c
lpUnOXeHa KBM HeIO [OIIbJIH9Ha u IIOAIII,ICaHa Cr,oTBeTHaTa rIaCT (o6oCO6ena uOazqux) or
Cnprcsra na 4a6oparopHl,ITe KoHcyMarrlBu, peaKTvtBr.r r,r recroBe 3a orAeJreHr,re "Klzu[qHa
Jraooparop

noAaBa o(pepm 3a noBeqe or eAHa o6oco6eua no3r4rlr4-s, 3a
sbff,ca ortrt orAeJIHo Texnuqecxo lpeAno)r(eHrze rro flpuloNeurae Jrlb 2
r4 ir.rOoTA€nHO konrnrerryBaHrz AoKyMeHTr4 rro rorrKz 3.6,3 - 3.6.8.

AcraBr4 o<pepra rro eAHa, rroBeqe or eIHa r4nr,r

6oco6eua no3urlus rqe 6r4e orrpeAeJreHa Karo
eKr{ peA or KonoHa 9 (rleHnre Ha Bcr4qKr4

oqeH Ha pega "O6rq c6op n xorona 9".
a HailpaBu rIeHoBo npeAnoxeHue 3a Bcr,IqKrr

nonren5narY.Pu qr o6oco6enara rIo3I4IIId.rI. flpe4noNe:nvr.s cavro 3a orAeJrHr4 HoMeHKJrarypr{ He
ce4onycrar. "
.r. !;7, H-e ca npeAcraBflT pr HflMa ra ce pa3rnelr(Aar npeAno)r(eHr4r rro o6oco6eHu

r1Q:nq4u Is 8 tl J\s 9. Ha ocuonaHlze rrJr. 21, an. 6 or 3OlI Bb3no)KlrreJrn' rqc Bb3Jro]Kr4
o6ulfc a no re3r,r o6oco6enu rro3r.rquu no peAa Ha qJr. 20, ar^.4 or 3oll
;; i,-' ,

: , - IIpOAJIO)K€HI{€ MOX(O Aa He Ce [OCTaBfl B OTA€JI€H 3aleqaTaH IIJIIIK.
Tp-r! KaTg Ph?q.QaflrTerqr e rIpeABuArrJr pa3fJrexAaHero Ha AoKyMeHTrrre Aa cTaHe [o
pC4? qa y{r, 19,4r.4il . 2 or 3OII.

cTaBeHr{Te oT yqacTHrrrluTe AoKyMeHTn Aa
arrKrr u/ulu gxobone 3a AoKyMeHTrr. B
ila 6r"'1ar KoMrrJreKToBaHrr [o orneJrHu
flr KoMrIJreKToBa rlo HarIrIH, xoftro HaMepLl

. , ,5. Pasrre)r(AaHe ua oQeprure:
5.1. flonyueHl4Te o$epru ce orBap.sr ua ny6rzuHo 3aceAaHtre, Ha Koero Morar Aa

rlpl4qFqrBar,ytacrHIaqure B rlpoqeIypara r4Jrr4 TexHr4 yrrr,JrHoMorleHr4 npeAcraBvrrerrLr, KaKTo
4- IrPR{CranZTeJrr4 Ha Cp eAcrB aTa 3 a MacoB o ocB eAoMrB aHe,
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5.2. Br':lo)I(I4TeJIflT npeABl{r(ra pa3rne)r(AaFrero Ha oQeprure Aa ae I43B6prxu 11o

peAa Ha r{JL 704, an, 2 or 3Oll, rpl4 Koero oUeHKara Ha rexHr4r{ecrr4Te 14 ueHoBr4Te
rlpeAJroxeHvlfl. Ha yrracrHullure rrle ce r43Bbprxv ilpeLv npoBelKAaHero Ha npeABaprrrelrHrrtr
rroA6op.

5.3. fleftcrBrrflTa Ha KoMLrcI4flTa 3a lr3BbprxBaHe Ha noA6op Ha KaHAr4Aarr4Te 14

yrlacrHullure, pa3rJlex!\alj'e v oUeHKa Ha ooepTl4Te (KoMr4ct4.rrTa tlo .rr. 103, al, 1 or 3Oll) ce
r,r3BbprrrBaT B cneAHaTa [ocneAoBaTeJrHocT:

5'3.1. KoMI4cI{tra orBaps ilo peAa Ha rflxHoro tIocrr,IIBaHe 3allerlaraHr{Te
He[po3paqHrl orIaKoBKI4 I4 OI]OBeCT'Ba r.sxHoro c:bAbpxaHrle, BKJrrOqr{TenHo npeAror(eHr4_sra
Ha yqacTHr4rlrrTe rro IIoKa3aTeJI_fl 3a OrIeHKa na ooeprure;

5.3.2, TexHr4rrecKoro r,r rleHoBoro rrpeAnolr(eHue Fra BceKrl or yrracrHr4rlrzre ce
IIoArIvcBar Hafi-ManKo or rpl4Ma rrneHoBe Ha KoMr4clrflTa v ce lpeAnafa ro eAr4H or
IIpI4cT,cTBaII{I4Te npeAcTABuTeIIV Ha ApyrI{Te yrIaCTHI4IIt4 I\Aru IIOAIIaIIIe, c KOeTo ny6luuuata
qacT oT 3aceIaHIIeTO [pHKnIOrIBa;

5.3.3. KoMLIcIlqra pa3rnex(Aa npeAcraBeHrire o$epru v orleH.sBa ct,rJracHo
us6paunn xpnrepufi 3a Bb3JrafaHe re3r.,r or r.rrx, Kor4To cborBercrB ar Ha [pcABapr.rrenHo
o6seenr.rre ycnoBr4{;

5,3.4. KoMlzcl4tra pa3rnexAa AoKyMeHTVTe, cBr,p3aHu c Jrr4rrHoro cr,cro.sHr,re 14

KpI'ITepI4I4Te sa uoA6op, Ha yqacrHl4tlrrre B Hl43xoArul peA cnprMo [onyqeHure oUeHKrr;
5.3.5, Koraro ycraHoBl{ rtrrrca, HerrtJrHora vrrv HectorBercrBr4e Ha

unQopnaaqutr% BKnIoqI,ITeJIHo HepeAoBHocr vrrru $axruuecxa fperrrKa, r.,rJrrr Hec:borBercrBrre c
I'I3I4oKBaHI4{Ta KbM JII,IqHoro c6croflHr4e r4nr4 Kprrrepwre sa no46op, KoMr{cr4qra rrr{cMeHo
yBeAoM{Ba yqacTHr,rKa;

5.3.6. B cpoK 4o 5 pa6orHl{ AHLI or nonyrlaBaHero Ha yBeroMJreHr.rero yr{acrHr4Kbr
MoxP Aa npeAcraBl4 HoB EEAOII ululu Apyru AoKyMeHTr4, Kolrro cbAr,p)Kar rrpoMeHeHa
nlula lorrr'JrHeHa un$ opnraqu-a ;

, 5.3.1 . KoMlzcvflTa pa3rnelKAa AoKyMeHTr4Te, cB6p3aHr4 c JrrrqHoro c:bcrorHue 14

KpI4TepI'Irrre sa no46oP Ao ycraHoB{BaHe Ha cborBercrBne c v3zrctBa:utrflTa Ha ABaMa
yrracrHr4ur4, Kqr.TTo Klraaapa Ha rrbpBo t4 BTopo Mrcro; ocraHaJrr4Te yr{acrHzrltr, qyr:lrro o$eprz
ca oueHeHV, He ce KnacupaT.

6. Cxnro.rsaHe Ha AoroBop 3a [r3rrbJrHeHrre Ha o6ulecreeHara nopr,qKa.
6.1. llpu rloAnl4cBaHero Ha AofoBopa sa o6rqecrBeHa nopbrrKa, r,r3rr6JrHr4Ter.f,T e

rlns)KeH Aa rrpeAcTaBr4 :

6.1.1, Aruyanuz AoKyMeHTIT yAocroBepflBau\v. truilcara Ha ocHoBaHr4s 3a
orcrpaHf,BaHe or npoqeAypara, KaKTo r4 cborBeTcrBr4ero c rrocraBeHrrre Kpr{Tepr,rrr 3a
no46op:

- sa o6crogreJlcrBara rlo qJI. 54, wt. 1, r. 1 or 3OlI - cBr4AererrcrBo 3a cbAr4Mocr;
- sa o6crosreJlcrBoro rlo qJL 54, al.1, r. 3 or 3Oli - yAocroBepeHrae or opraHure

llo npuxoAure I4 yAocroBepeHlze or o6ulunara no ceAaJrrruero Ha BT,3Jro)KfiTe rrs, Lr Ha
KaH I.I4 AaT A IZnH yrIaCTH }IKa;

I4gnr,mrurenHa areHrlr4q "hasHa uHcneKrlr4q no rpyAa";
cepruQuxar 3a [punafaHe 14 [oAA6px(aHe Ha cncreMa 3a ylpaBneHr4e Ha

Kar{ecrBoro EN ISO 9001:2015 ulutm EN ISO 13485:2016 ulutu eKBr4BarreHrHa. c o6xsar e
o6tacrta Ha rrpor43BoAcrBoro uluru r6ploBr4sra c MeAr4rIr4HoKr4 z3neJra.rr,
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6.L2. f]erlapaqzf, ro tlr.59 an. 1 r. 3 or 3arona 3a MepKrrre cpeuy r43rrr4paHe Ha
\apu - no 3aAbJr)r(r{TeJreH oopaseq flplrloxrenr4e J\b 3.

6.2. He ce cKJrIor{Ba AofoBop c r43nr,JrHrrrer, xofiro He rr3rIb,fIHI4 3aAbJI)KeFIHero,
nocorreHo B TorrKa 6.I.1 u 6.1.2"

6. 3AIIII4TA HA JII,ITIHI4 AAHHI4

Br':loNureJI{T IrIe o6pa6orna Barrruro JrrrrHr4 Aalrnn Ha ocHoBaHrEe ql.6 r.l 6. ,,8
,,2 ,,B" or O6uus pefnaMeHT 3a 3axJ:aTa Ha JII4qHL{Te AaHHIr, Trproncxuq 3aKoH, 3aroua :a
o6nlecrneuure rropburu u 3axoHa 3a 3a,qr,nxeHrzflTa kr AoroBoplrre c rlen cr,6upaue ua
npeAAofoBoplla zHQopuaqr'Ia, cKJIIorIBaHe Ha AoroBopr4 v rrxHoro t43rrT,rrHeHae.

Br,sroxo4ren.sr 3atq[Tasa Baurure AaHHI4, Karo npunafa Bcr,rrrKLI rIoAXoAturIr rexHl4qecKu Lr

opraHI43aIIIrOHHI4 CpeACTBa, C KOI4',rO pa3noJrafa, 3a AA He AorrycKa Hepa3peneH AocrT,rr,
Hepa3pellel{o HJII4 3noHaMepeHo rroJr3Bane, sary6a r4nr4 npe}K/IeBpeMeHHo 3aJrr{rraBaHe Ha
uufropuaqul, npl4 crla3BaHe Ha :z3ucKBaHtrflTa Ha MecrHoro v eupoteftcr<oro
3aKOHOnaTeJrCTllO.

KaxB:z p:alulola ce o6pa6ornar:
-AaHrrI4 3a LIAeHTI4Qnxaqzr Ha yqacrHuxa ulutyt crpaHa no AoroBop - Tpr.rre

LIMeHa, EI-H, JIHr{, trocroqHeH aApec Ha rlpeAcraBnflBaxJlrfl yqacrHzKa r4nr4 crpaHara rro
AofoBopa, EI4K, MOn Ha yqacrHr4Kavnv crpaHa no AofoBopa

- AAHHVT ) CTAHAJIVT I,I3BeCTHI{ IIpeII4 CKJr]OqBaHe 14 CBbp3aHr4 BnOCneACTBr.re c
rl3nlJlHeHrre'ro Ha AofoBopa, Karo HanprrMep AaHHr4 3a rrkrr\a, pa6orerqz sr,s Bauara
opfaHr43arlus

Jluqsure AaleHLT Ha rlpeAcraBr.flBarrlr,rre yrracrHurlr{Te, r,r3[T,JrHr.rre rrv"re r4rrv Ha
yrIT,nI{oMo.uIeHIrTe oT TtX nulla Mo}I(e Ia 6r!.a[ npeAocTaBflHu Ha rpeTu Jlraqa 6eg r.rrxHo
3EaHI,Ie U pa3pelrreHl.Ie 86B Bpt3Ka C Harrrr4 3aKoHoBr4 3aA5n)r(eHrr{ Ha M3,
H3OK,HA|I,P3I4,HOVI,A[@I4, cr4e6uu r cneAcrBeHr4 opraHrr rr Ip.
, yrraerHnKa ululv Il3IIbJIHIzrerrfl. Lrlr^a npaBo Ha Aocr:bn, Kopl4frrpaHe r43Tpr.rBaHe

orpalrl{IraBaFle Ha o6pa6ornaHero, Ha Bb3palKeHrre cpeuy o6pa6oTnaHero, npaBo Ha
lpeHocr4Mocr Ha JrrrrrHr{Te IaHHr4 , KaKro 14 npaBoro ga xal6a Ao HaA3opeH OpraH.

. Ilpe4cranxuero Ha IIIqHLI AaHHlr e 4o6ponoruo. B crryuait Ha orKa3 la 6rlar
Ilpe.4ocraBelrll ua ,,MEAJI - !o6puu" AA uaua 4a 6:s4e B cbcro;rHue Aa r43rrbJrHr4

3aKoIIoBIrre cH 3aITJIII(eHI4I no pa3fnelr{AaHe, orIeHKa, Knacr4paHe ua odteprara Bu, u
eBeHTyanHo crguor{BaHe Ha IofoBop 3a I,I3rrbJrHeHr4e.

. 3a scu.rKr4 HeypeleHu Bbrrpocr4 B Hacro ilr\ara AoKyMeHTa\trfl. 3a yr{acrv e tue ce
rrpl4Jlal'ar pasnope46ure ua 3OfI, lIlI3OlI v 1pyr:r- 4eficrearqz HopMaruBHt4 aKroBe,
cB6p3aHv c rrpeAMera Ha o6rqecrBeHara rropr,qKa.
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NPOEITT

.{riec......... ...,....2019 roA, B rp. Ao6pu'{, Ha ocHoBaHr4e qJr. ll2 u cJr. or 3axoHa sa
o 6rrlecrn eulrre nopbrrKr.r, ce cKJlrotlpr Hacrofl IrIH gr AoroBop M exAy :

"MHO|OIIPOOI4JIHA EOJIHI,IIIA 3A. AKTI4BHO JIEr{EHI4E-AOBPI4q" AA
rp. ,{o6pzu, cbc ceAaJrlrrr{e H aApec Ha ynpaBJreHr,re: rp. [o6pnu, yr, "flaHafior XnroB" 24,
rerr. 058/600160, $axc: 058/600414, e-mail: oblb@bergon.net, ELIK 124141302,
rlpeAcraBntBaHo or A-p Cnerosap Eafiqen flerpon I4snuunrelen [zper<rop Ha

Apyxecrloro,Hapr{rraHo 3a KparKocr ,,Bb3JIOXI4TEJI" or eAHa crpala

cT,c ceAanl,Iue B

..,..,;.,,;,, ;..,,,.,.....,..,..14 aApec
EI4K

;;; 

";;""*; ;; il;;;; ;; ;;; :i5fiTfr1?ffJi{"
Ha ocuopanHe Peruenze Jtl! ......,cJreA rrpoBeAeHa rrporleAypa saBT3rraraHe Ha

gOrugclqqna +opbrrKa run "orKpura" J\b 00083-2019 ,.., c rpeAMer: .{ocraexa ua
na6oparopuu noncyualrBvr, peaKTrrBr4 rr recroBe 3a orAeJreHze "Krr.rHr4uua la6oparopkrfl"Ha
,,MEAJI -,{o6pzu" A[ ce cKJrroqu Hacroflrrlr.rfl AoroBop 3a cneAHoro:

, ilPEAMET HA AO|OBOPA Z UEHr4

tl',,t, i rlneu 1.(1). LIrnrJIHI4TeJI.f,T rlpoAaBa ua Brsroxvrerrfl. na6oparopHrr KoHoyM arkrBlr,
peaKTr.IBpr Ia:TecroBe (napu.rauu lo-nony MeAr4rlr4HcKul'te us$errut), sa Kor4To e yqacrBan B

oTKpraTa rrporleAypa 3a Bb3JraraHe Ha ooqecTBeHa rropbqKa:
....,.vrv orrr4caHr4 n flpuloNeHr4e KbM AofoBopa

(2). tBnou{Te rIpeAJIoxeHI4s Ha lrlsu:brHvrrers, rocoqeHr.r B nprznox(eHr.rero rro
IIpeAXOAHaTA AJlIdHes,, Ca Hepa3AeJrHa r{acT oT HacTo.'IuII4r AOr.OBOp,

(3)' flpornosunre KonllqecrBa, rrocoqeHr4 B AoKyMeHrawflTa :a o6qecrneHa
riopSu4449.rIgpaxAar 3aAbnxeHl{e sa Brsro}Kr.rreJr llarur 3aKy[r{ B rrocoqeHrz.f, o6eNr.

CPOKOBE Z HAIII4H HA IIJIAITAHE

Hten 2. Cpor<tr Ha Hacrotlqv.f, AofoBop e 12 vreceqa or Aarara Ha noArr4cBaHero
rvry. loronopbr npoAbnlKaBa 4eficrnuero cI{ Ao cKrrorrBaHero Ha AoroBop c Apyr rr3rr6JrHr4TeJr
cneA npoBexnaHe na o6qecrBeHa flopbrrKa.

Hlen 3. lloco.reHl4re B r{JI. I uzgetmr_ ue 6rAar AocraBrHrr or Irlsurnur,rreJu Ha
Brelorrvren-a B cpoK lo 14 (.rerupraua4ecer) rareHAapHr4 AHr4, cJreA 3aqBrBaHero rrM or

. ,{ruNuirnara sa WsnsnHI{TeJIt cyMa no BcsKa orAenHa rocraBKa ute 6rle
)KLITeJUI no 6auxoeara cMerKa na Irlgurmrvrrelrs. B cpoK Ao 60 (ruecr4ecer)

KanoH rtapHt 
iy: 

qn"a r,r3AaB aH ero n a Q arryp a or Llznr,tnrur ets,.

:a',.-r.-.:. .
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rlnen 5. Cporcrr Ha foAHocr Ha AocraBeHr4Te rd3AeJrufl'rpfllBa Aa e He rro-Kpartr(
or 60 oA (urecr4ecer [poueHra) or 0611114g cpoK Ha ro.4Hoc'l' K:bM MoMeHra Ha rocraBKara.

j. :

,' ,, :M.qcro HA I,I3|IbJIHEHIiIE tr IIpEMI4HABAHE HA coECTBEHocrrA

' IIleH 6. 3a nscro Ha AocraBtHe Ha vslleJwrsra ce orpeAenq "MEAJI-[o6przv" A!,
rp; [o6prav yn. "fIauafior Xuros" 24,

r{leu
IIACTI4I{HOTO I4M

HA M'CTOTO HA

AoKyMeHT.

7. Co6creeHocrra BT,pxy AocraBflHlrre r.r3AeJrrlr rr pl{cKbr or rrbJlHoro z4IIV

rrofuBaHe npeMr,rHaBa B:bpxy BrsroNr4reJrfi or MoMeHTa Ha npr4eMaHero vM
AOCTaBTHe C nprreMo-rrpeAaBaTeneH rrpoToKoJr r.rJrr4 Apyf paBHo3HarreH

IIPABA ?I 3ANbNXEHI,I'I HA I,I3IIbJIHI4TEJI'

Hneu 8. (1) ZsutnHI,ITeJItrT e Anr,xeH Aa cKnror{r4 AoroBop 3a noAr43n6JrHeHr4e,
Koraro e o6-fleur n olpeprara cv 3a ylrac"Il4e rroJr3BaHero Ha noAr43n:bnHurel. B cpoK Ao 3 1uu
oT cKnIoqB4rIgTg Ha AOTOBOp 3a rroAr43rrbJrHeHr,re vrv Ha Aorr:r,JrHr,rrenHo cnopa3yMeHr4e 3a
3aMtIHa Ha trocoqeH B 3aflBJIeHI4ero rroAlr3rrbJrHutel WznsrHr4Terqr r,r3rrpaua KorIIae Ha

AofoBopa uJ,IkI.HA AOIIT,IHI4T9JIHOTO CIIopa3yMeHI,Ie Ha B:b3JIOXI{TeL[ 3aeAHO C .{oKa3aTeJICTBa,
.{e ca r43r:bniienu ycnoBr.rrra rro r{Jr. 66, wt.2 u 1l or 3Oll.

, 7^\'\!) .IroAvr3IIlbJrH[TeJII,ITe H.f,MaT IIpaBO Aa npeBT,3naraT eAHa Vrnu rroBerre oT

'4q1rr.9'9,,t .E Ca BKJIroqeHI4 B rrpeAMera Ha AoroBopa 3a noAr43nbJrHeHrae,

9I qPgp.{9qr[a.3A LI3tIbJIHeHIre Ha AoroBopa 3a o6rqecrneua nopbrrKa e Ha rpolaBarra.

, , r . - ." (4), . BrslorxzreJltr HtMa ra [I3BbprrrBa AupeKTHt4 pa3ilnail\aHkrfl c
4OAI'B rlbnHrlTeJrr4Te- qlen 9 . I4snrnHurer.sr e AnblKeH ra nocraBs. MeArzrIr4HcKr4 rr3rerrtrfl., Korrro:

1. nvar HaHeceHa "CE" uapKupoBKa B cr,orBercrBr4e c la3trcKBaHvraraHaqn. 15 or
3axona sa ueAzriuHcKr4Te v31errnfl. (3MI!;

l. ulat HaHeceH rz4eHua$urarlr4oHeH HoMep na uorra@uwrpartnfl opraH uo .rr. 64,
a.t. Z..oit 3MiI4? Kofaro npolleAyplzTe, orpeAeJreHu B uape46zre ro qJr. 18 or 3MI4, r43r{cKBar
uauaexngro;1r4y;

u aI'pec Ha ynpaBneHr4e Ha rrpor43BoAvTens
Teng.;

I43KIIOT{eHI4e Ha II3AenpIflTA. 34 KOI4TO TOBa He

:... n.,. ,5.qA,up"apyxeHlI or BaJII4AeH cepru(fuxar, y4ocroBeprBarrl cborBercrBr,rero cbc
crulecrgenilre I43I4cKBaHI4t, rIpI{JIO)KI,IMI,I 3a r43AeJrr4eTo, rz3AaIeH or HornQurll4parq opraH.
. -:i r .-,,..6,,9a -npoI,I3BeAeHkI or rIpoIa3BoAI4Teir, xofiro npurara lr nogbpr(a cr4creMa 3a

yrlpatsJrel{I4e'ud xauecrBoro ISO 9001:2015 uluttu cr{creMa 3a yrrpaBneHze Ha KarrecrBoro Ha
vre4uqraucxzr'-e gs4emlx ISO 13485 :2016 ulutm eKBuBaneHrHa.

I{neH 10.(1) ZsurnurareJulr B cpoKa Ha AoroBoparpt6naAa orroBapq Ha creAHr{re
II3KICKBAHUj{:

';t. Aa r4Ma pa3pelxeHl4e Lrlrr4 ylocroBepeHr4 e 3a rspfoBr4r Ha eApo c MeAr4ut4HcKz
vl:;errr4fl, r.r3AaAeHo or Irlgnrlnvrrerr:uprs. Ar,rpeKTop na IzIAJI tro peAa Ha 3MIrI,
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2' Aa ilpvrara v noAAbp)I(a cplcreMa 3a yrrpaBneHr{e Ha r(aqecrBoro ISO
9001:20i5 B o6nacrra Ha npo[3BoAcrBoro nlutu rbproBr.r.rrra c MerurJll'HcKr4 rl3AeJrvs. vlvnkl
cl{creMa 3a ynpaBJreHr4e Ha KarrecrBoro ISO 13485:2016 ulutw. eKBr,rBaJreHTHa.

(2) l{anlnuvrelrflT e Anb)KeH He3a6aBHo Aa yBeAoMr,r Bb3noxr4TeJrf, lpLt orHeMaHe
Ha cborBerHr4Te pa3perrreHufl ralu o6egcuJrBaHe Ha yAocroBepeHufl.

r{nerr 1 1. BcsKa orAenHa AocraBKa rpr6na Aa e [pr{ApyxeHa or AoKyMeHTh,
yAocroBeptBarUll npoI43BoAIaTeJIt, traprilp'nyrfl. HoMep, cepufiuux HoMep, cpoKa Ha roAHocr 14

or aEanl43uu ceprzQvlKarv (opurznanHll, 3aBepeHo Korrr4e utm ny6turrHo onoBecreHrz),
AOKyMgHTI,Iparqn npol{3xoAa, cbcTaBa r4 TeKyrrll{r KoHTpoJr Ha KaqecrBoro Ha v3TenuflTa.

. ' HneH 12. I,Isnrru[reJlf,T e AJII)KeH ra psila e B cpoK Qaxrypa 3a AocraBeHprre
M eArrrlr4HcKu v3 Ie nvfl,,

. -:.,'t.11-'-,,-

. :i. i: i .rr '.

rllen 13.(1) BtsloxureJl.f,T I4Ma npaBo Aa rrpoBeprBa Kolr4rrecrBoro Ha Bc.f,Ka
OTAENHA AQCTABKA, KATO TIPI4 YCTAHOBqBAHE HA HECT,OTBETCTBI,IE E ANT,XCH AA YBEAOMI4
Irlgnrnnurertrt ii cpor< ot 24'aaca.

, . , Q),Tlpu ycraHoBtBaHe Ha HecborBercrBze B KarrecrBoro Ha AocraBeHr4Te
MeAI4IITIHoKIa us4brrua BrgnoNzrgJI{T e AntxeH Aa yBeAoMu VIzn'strrureJrr B cpor or 24qac.p, 

,,

Ha KOJrrrqecTBoTo 14 KaqecTBoTo ce ycTaHoBrBa C frpoToKoJr,

ry- or AJrbxHocrHr{Te Jrr{ua Ha Br,guoN[rers.

.,t IISJIHLITeJIflT B cpoK lo 24 qaca cneA yBeAoMrBaHero no al. 1

fl?,T?Pnt 
r.:jq9.Mp49 HecborBercrBl4ero Ha KarrecrBoro, rofi Molre ra vcna npoBepKara My or

ynbxHoMorqeq Qpras r4nu naooparopur,
., -::;.-..-.,.,*tln"tl 14. BrgloNI,ITeJItr e AJIbx(eH /{a3arnarvr yroBopeHara rleHa B pa3Mepa, no
Aaquiia lr,n"bpoxa, olpeAeneHr,r B Hacrorqlrr AoroBop,

...:- '' .i ii:: ..-ir.-:r. 
" fiEycTOitt<w
' -.' -:. -

.. ,.. . rlnbn 15.(1) llpz salasa Ha AocraBKa or crpaHauaVIsnrrHr4Tenfl c rroBer{e or 24
(4qa4ece1ra.'uerrapra) uaca, Brsloxr4TeJrrr r4Ma npaBo Aa ronyr{rz ueycrofixa B pa3Mep na 0,1
(nyna qllo,, eAHa Aecera) na cro or crofinocrra Ha za6aseuara AocraBKa 3a BceKr.r 24 \aca
za6ala.

(2) IIpu ycraHoBtBaHe Ha Hecr,orBercrBr4e B KoJrr4qecrBoro, I4:nrlHureJrrr e
AJI:bXoH Aa.AocTaBI4 JII{IICBaTIIOTO KOJII,IqeCTBO rrpr4 CneABailIara AocraBKa, a frpv nor4cKBaHe

cpoK or 24 ':m;ca. llpu nerzsnbnHeHue Ha roBa 3aAbJrxeHr4e
onyqr4 ueycrofira B pruMep na 5 (ner) Ha cro or crofiuocrra

aHe Ha HectorBercrBue B KaqecrBoro, I4snr,rHl4reJlgr e
ANbiKEH AA.' 4P9TABI4 MEAI-{III4HCKLI I,I3AEIruIfl. C YTOBOPEHOTO KAIICCTBO NPI4 CJiEABAIIIATA

AggT?-BKa,..a-hpn [oI{cKBaHe or crpaHa na Br,gno>nvrrerrs. B cpoK or 24 qaca. llpn-:-..'a :r".. 'i'1.'. :-' '.,r- + l ' ---

HeIfiIIsnHeHHe Ha roBa 3aAbJIXeHLre BrsroNfirelrflT r4Ma npaBo Aa nonyqr4 Heycrofira e
pa3Mep na 5 (ner) Ha cro or crofiuocrra Ha HeKar{ecrBeHura I\)craBKa.

,r, (4) B cnyvarlTe IIo arlturHekr 2 u 3, axo I4guuHr{TeJrrr He rocraBv AofoBopeHoro,
Brsnoxurgl{,.Itu rpaBo [a 3aKynkr ueo6xo4vnar4re My MeArzurrHcKu Lr31errurfl. or Apyr

t7
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AocraBqn K, Karo pa3JrlrKara Me)I(Ay rleHara no AoroBopa u llieitcrtrrreJrHo 3arrnareHara ueHa e
34 CMETKA HA tr43IIbNHI,ITEJI' .

9neu 16.(1) llpu orKa3 na Zsn:F,rur4Terfl. Aa AocraBu 3aqBeHZTe My MeAr4rIr{HcKr4
v3l.enufl. r4nu npv 3a6aBa IIoBer{e or 48 (uerupz4ece'r 14 oceM) uaca, Bt:lorrzreJrflT r4Ma
npaBo Aa 3aKylrr neooxo4nnrr.rre My MeAprrlr4HcKkrv3$envfl. or Apyf AocraBqr{K.

(2) R clyual{Te IIo [peAxoAHara alruHefl. pa3nrzr(ara Me]KAy rleHara lo AofoBopa u
4efrcrnr,rreluo 3arrJrareHara rleHa e 3a cMerKa Ha llsur,rHr4TeJlr.

Ilneu 17. BBroxtLITeJIflT I4Ma rlpaBo ra lrcKa o6esrqereur4e B rrr,JleH pa3Mep Ha
BpeAI4Te, KoI4To e rlperbprlqn B pe3ynTar Ha za6aseHara nlutm HeKaqecTBeHaTa AOoraBKa.

9neu 18. llpu za6asa Ha rIJIaqaHe or crpaHa Ha Bbsno)KrareJrr, roclreilHLrfl-t
nbJIxI{ Ha I43rtbnn:aTers. ueycroitxa, B pa3Mep Ha 3aKoHHara rrvrxBa.

rlnen 19. Heycrofixure, o6esrqereHkrflTa r4 ueHoBr4Te pa3nr4Kr4 rro rrJr. 76, ut. 2
Morar Aa 6r4ar yAbpxaHrr or Bcf,Ko AITDKHMo Ha Zgutnnn.reJtfl, rrnaruaHe.

IIPEKPAT'BAHE HA NOf OB OPA

r{l en 20.,{oronoprr ce npeKparrBa:
1. c u:ruqaHe Ha cpoKa, sa Kofiro e cKJIIorIeH, ocBeH B xr4 rlore3 ara Ha ureH 2,

u3peqeHue BTopo;

2. gr I43rlpaBHara c"Ipana rlpt4 cr,rcreMHo Her43nr,JrHeHrre Ha 3aAT,nr(eHrrrra rro
AofoBopa. I1o4 cIlcreMHo HeI43Irr,nHeHIre ce pa:6npa raKoBa, u3Br,prrreHo ABa unv rroBeqe
IIbrI4 B paMKIrre Ha eAIrH KaneHAapeH Meceu, r4ru roBer{e or rpr4 rr:brtr B paMKLrre Ha cpoKa Ha
AofoBopa;

3. npu cb3AaBaHero Ha ycnoBnfl. 3a AocraBKa Ha MeAr4rlrrHcKrr r43Aewrfl cnea
rrp o BexAaH eTo Ha ueHTpanr{3 vp allu eneKTp oHHr4 Tbpf OB e.

4. npl4 HeBb3MoxHocr ra ce ocl4ryplr $uuaucvpane 3a r43rrbrrHeHr.rero Ha
IIOP1bIIKATA IIO ilPIIIHHII, KOI{TO B6SIONI4TEJI'T HC E MOIbJI AA TIPEABIIAI4,

NPY|I4 YCIOBI4-q

tlneu 21. CrpaHIzre no AoroBopa He Mofar Aa ro z3MeHsr, ocBeH B cJryr{ar4re,
npeABr4AeHr4 B qr. 116 or 3OlI.

rlrcn 22. Crpatrure rlo AoroBopa rqe penaBar Bb3Ht4KHaJrr4Te rro r{3rr:bJrHeHrrero
cnopoBe rlo B3aHMHo cbfJlacue, a aKo roBa e HeB63Mox(Ho, no peAa na flIK, npeA poAoBo
I(oMrrereHTHr.rrr cBA n rp. [o6pzu,

Hrcn 23.3a scuqxu HeypeAeHI4 rlo Hacrorrqr4s AofoBop Br,npocn rle ce flpr4nafar
pa:rope46r.rre Ha 3OlI, lIlI3OlI, 33[ z T3.

9leH 24.(1) 3a nalz4nv a1pecv 3a [pueMaHe Ha cro6rqeuz.rr, cBr,p3aHr4 c
Hacrorruus AofoBop ce cMrrar aApecrrre, nocoqeHr4 B HaqaJroro Ha rofoBopa.

(2) tlpu [poMsHa Ha AaHHI,ITe no npeAxoAHara aJrLrlnefl., cborBerHara crpaHa e
.4Jrb)rGa Aa yBeAoMr4 Apyfura B TprrAHeBeH CpOK oT rrpoMrr{aTa.

llpu cbcraBtHe Ha HacrotilInsr AofoBop ce npeAcraBrrxa or rz3rrbJrHrrreJrt
cneAHI'ITe AOKyMeHTI{ 3a AOKa3BaHe Jrrrrcara Ha ocHoBaHr.{r 3a orcrpaHrBaHe or [poueAypara,
KaKTo r4 cr,orBercrBr,rero c rrocraBeHr4Te Kpr{TepLru3a no46op:

- sa o6crosreJlcrBara rlo .IJL 54, an 1, r. 1 or 3Ofl - cBaAereJrcrBo 3a cr,.urrMocr:
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, , : sa o6crotreJlcrBoro rlo qJI. 54, an 1, r. 3 or 3OlI - y,4ocroBepeHrre or opfaHrrre
IIjq -npIrxoA]'ITQ I-{ yAocroBepeHl4e or o6IUI4Hara ilo ceAaJrl4rrlero Ha Bb3Jro}r(r4TeJrfl 14 Ha
KaHAr.rAaTa Unz. yqacTHuKa;

' . :3? o6crosrercrBoro rlo r{JL 54, an l,:r,6 - yAocroBepeHl{e or opraHlrre Ha
I4g qrmrzreJrHa af eHrIlIr " f raBHa I4H crreKllus rr o rpyAa " ;

:.,]

.' . .., -, cepru(fuxar 3a rpunaraHe n rloAAr,px(aHe Ha cucreMa 3a yrtpaBneHze Ha
KaqecrPolo'ISO 9001:20I5 s o6racrra Ha rlpoll3BoAcrBoro ulutu rbproBlrrra c MeAr4rIr.rHcKr4
trcAelwffr vluan cvcreMa 3a yrrpaBireHr4e Ha KarrecrBoro ISO 13485:2016 ulutm
ereiana-ne-Hrua;

- [exnapaql4s ro .rr.59 an. 1 r, 3 or 3axona 3a MepKr4Te cpeuy r43rrr4par{e Hanaptt

F{acro.arqu.rrr .4oroBop ce cbcraBr4
Wsnr:lnnr e:l.s'u gua g a B rsroxc krr e rrfl..

I

B Tpr{ eAHOOopa3HV eK3eMrrnspa, 1A]'dH 3A

Z3[IbJIHI4TEJI:

f JI. C- T{ETOB OII4TEII :
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