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C:bNT,P)KAHI,IE

Ha aoKyMeHTaquqTa 3a yqacTue B nporleaypa 3a BT,3JraraHe

Ha o6qecrBeua nopr,qKa, cbrJracHo q,r. 31, a,r. I or 3OII

1. PerlreHlre 3a or(pr.rBane Ha nporleAypa 3a Bb3naraHe na o6qecrneua op.l,qxa -
e or4eleu Saii:r.

2. O6lereru.re, c Koero ce onoBecrrBa orr(przBaHero ua npoqeAypara - B orleneH
Safir.

3. Texsu'recra cnequ$uraqr.il.
4. Yxasauust 3a rroAroroBxa Ha odleprara.
{ l-Tnnewr uq nnrn..- -- -Bop.
6. Cur.rcr,x Ha r{oMeHrJrarypnTe - B or.4eJteH rf afi,r cf opnaar excel;
7. O6pasur r{a aoKyMeHT14 e or4e,reH tpai,r:
7.1. pu,rorrerlr.le J\b 1 - upurraepeH o6pa3erl: ,{erlapaqul 3a rrunca Ha cBT,p3aHocr

c.4pyr yqacrHnK B c:borBercrBr.re c qn. 101, a,r. 11 or 3011;
7.2. flpuloxenze Ne 2 - 3aA6Jr)r{r4TereH o6paseq: lexlapaqu.n no ul. 6, ar.2 o-t

3arcona sa MepKr4Te cperqy r{3nr.ipaHe Ha napr4 cr,rJracHo flpv:toxtenue Nlr 2 xr,Na ''.:i.. 11, an.2
or llll3MI4ll;

7.3. llpr,uonreur.re Ne 3 - rrpr4MepeH o6pa:er1: ,{exlapaqlll lo ul. 66, a,r. 1,

u3p.Bropo or 3Ofl :a noeruTe or rroAu3n:bJrHr.rreJrr 3aA!n)r(eHr4.r;
7.4. flpraloxreHue Il! 4.1 - 3aA:bJr)r(r{TeJreH o6pa3eq: 'fexnxqecxo npeanor(enr4e rro

06oco6eHa n03r.iqr4r N9 1 : Kouqeurparn 3a xeMoAr4aJrr{3a;

7.5. flpa,roxenae N9 4.2 - 3aA:F,Jr)r(r{Te.rreH o6pa3eq: Texnaqecxo npefinox{enr4e no
o6oco6eHa rt03vrtzs Np 2: Me4uqvncxz Lr3ryerrutr 3a xeMo.{rraJrri3a;

7.6. flpr.iloxenae Ns 4.3 - 3al(6.nxr.ireJteH o6pa3erl: 'fexnaqecro npeAJror(er{r4e rro
o6oco6eHa rr0314 qr.ir No 3: Pa:reopir 3a Ae3uH(heKqur Ha xeMoAr4tulu3ur4 anaparr.r;

7.7. llpuroxceHne N9 5 - 3aAtJrlnrrreJreH o6pa3eu: I{er.roeo npe4:ro)r{egue,
c:bar,pxaulo npeAnolr(eHIzero Ha yrlacrHI4Ka orHoctto IIeFrara 3a npugo6uRaHe.

8. Crau4apren o6paserl H.a e4trtr+utr eBporreitcKri AoKyMeH'r ra o6rqecreenu
nop:bq(It (EEAO|I) - n or4elen Saiil.
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TEXHTIIIECKA CTIEUI4OI4KAUI,{'

1. TEXHI,IqECKA CIIEUI,IOI{KAIII4fl flo O6oco6eHa rro3uru.rs l\! 1:
Kouqenrparlr 3a x€MoAHaJrIt3a

1.1 O6urn rr3r.rcxBaHus Kr,M KoHqelrrparrrre 3a xeMoaua,rr.r3a no o6oco6eua
nourqut J\l 1:

I .1 ,1 , !a orroBaprr Ha r.r3r4c(Banr.rfiTa ua lzpexruna 93l42lEEC r.r rexHr.rqecKara
AoKyMeHTarIr4q, yaocroBepeHo clc cepruSzxar or noru$uqupau opfaH H Aer(naparlr4, 3a
cboTBeTcTBr4e Ha MeAr4ql.iHCKlr r43Ae]trI4A.

1.1.2. )]a ca npfi/xpylr(eHr.i or ofrr4caHue Ha xapa(repr.rcrr4r{u re Ha npelrara}rr4re
npoAyKrr.i.

1.1.3. BcqKa rraprLr1a Ea e lpr.rApy]r(eHa or pa3peureHr4e 3a upoA r{6a Ha naprrua
r4/unu aHanuruueu cepru(buxaT, yAocroBep.[Barqx HaaexaHocTra ua cf apir,raqeBTr.irrHr4,
npoAyKT, KaKTo Lt npeql.i3Hocrra nplt HacrpotKa Ha xeMo.rluarr43Hlzre arlaparH 3a
npoBe)r(AaHe Ha KaqecTBeHa aLIafHocTllKa.

1.1.4. fla ca naKerr4paHu n Mapr(r.ipaHn ct,rJracHo r43r4cKBaHr4.sra Ha 3Mtr4 u
TexHI4LIe0KI4Te cnequQurcaqlru K6M Aor{yMeHTallzara sa o6nlecrneHa noptbq(a.

1,1.5. !a ce rpaucrroprrrpar cr,c cepruSzrlr4paHra MoropHr{ npeBo3Hrz cpeAo.t.tsa,
qpe3 o6opoTHrz cTar{AapTHri eBpona!'reTr4 (:a npo4yrcure, 3a Kor.rTo e npzloxunao).

1.1.6. [a ca [po]r3BeAeHrr caMo or $apuaroneilrr.i cypoBuHrl or Ba-l]lnr4panu
nocraBrrr4rlr.r (:a xuce:ru 6zrap6ouarnu r{oHrleHrparr4 3a xeMoalTaJrr{3a - ycJroBHr.r Ns 1, 2, 3 a
+).

1.1 .7. Cyxure 6urap6ouarlr
itogoo6iueHnare cMoJlLI Ha oMgl(orrlTeJr
npo r.r3 B oar.{TeJr 14 .

3a xeMoAr.laJrr43a u coIl 3a pereHepaquq Ha
3a BOIa Aa Ca npoH3BeIeHr.I oT nurleH3Hpar{r4

3a xeMo.4r4aJru3a: He no-1.1.8. Cpox 3a roAHocr Ha AocraBeHrire KoHrleHrparr4
KparbK or 6 (uecr) Meceqa or Aarara Ha AocraBKara.

1.2. Cneqnrlrlrrcauuu Ha r(oHueHTparn.re 3a xeMoar.raJlr,rsa no o6oco6eHa
no:uquR J\! 1:

1.2.1. Hoiuesx.rrarypa J\! 1: AJIKA"IIEH FI4KAPEOHATEFI KOHUEHTPAT
3A XEMOAlrAnrEA (YCIOBEH Ni 1):

1 . Cl4r,pinaHue Ha r,rarpr.reB xlrgporeuxap6onar 84 gl1.

2. llo 6r4ororx.rHrr r43narBaHr.rr Aa orroBapr Ha Phar. Eu't.200'/:
-oO Io Mr.iKpo6Ho qr.rcJro rro-ManKo or 100 CFU/ml;
-6arrepnaluv eHAoroKcr4r{u - ro-MaJrKo or 0,50 IU/ml.
3. tr4ngraRugyanur orraKoBr(r.r - ceprutilrlr1npaHr.i peqlixrupyeMv eguorparHr.t pVC

6vrnrxlt or 6 ruaroa.

1.2.2. Hon.resx,rarypa Ns 2: A,IIKAJIIiH I;I{KAPBOHATEH KOHUEHTPAT
3A XEMOAUAJII43A (yCJIOBEH j\! 2):

L Cr4lprnanne Ha HarprreB xu4porenxap6oHn - 84 gll.
2. Cr4:spinauue Ha HarplieB ruocyl$ar- 10 g/1.

3. llo 6lro,rorzqnu r43[r4rBaHr.rr aa orroBapr Ha Phar. F,ur. 200'/:
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-o6u1o vulgo6uo qlrcJro - ro-Ma!'Ir<o or 100 CFU/ml;
-6axrepuatuu eHAoroKcr4ur4 - no-MaJrno or 0,50 IU/ml.
4. \4ugrazraryantr4 orraKoBKr4 - ceprrzSnqupauu peqr{(nupyeMa eguorpa'rnu PVC

6vrulnu or 6 ntITDa.

1.2.3. Homesx,rarypa iYe 3: KI{CEJI EI4KAPEOHATEH KOHIIEHTPAT
3A XEMOAIIAJTId3A (YCNOBEH J\! 1):

I . frorlen cacraB cleA cMecBage r] pa3pe)r{aaH9, KaKTo oJreaBa:

K - 2,00 mmol/l
Ca - 1,75 mmol/l
2. IIo 6uororuqHr4 rz3rrrzTBaHur Aa orfoBap.{ sa Phar. Eur. 2007:
-o6ulo r'allnpo6no qtrc.Jro - lo-MaJrr{o or 100 CFU/ml;
-6axrepua:rnu eHAoror(cr4Fur - ro-MaJrxo or 0,50 IU/ml
3. tr4rlgr nu4yartrr H orraKoBnu - ceprrlQrluapaur4 per1uKnupyeMra e4norcparHu PVC

6yrulxll or 5 :rurpa.

1.2.4. HorueHrc.narypa J\ir 4: Ktr4CEJI ELIKAPEOHATEH KOHIIEHTPAT
3A XEMOAI4AJII43A (YCJIOBEH J\! 2):

1. ]Tloueu ctcraB cxe/l cMgsBaHe r.r paBpe)r(AaHe, (ar(To cJreaBa:

K - 3,00 mmol/l
Ca- 1,50 mmol/l
2. fIo 6uororz.rHrr r.r3nr.rrBaHr.rr ,4a orroBapr na Phar. Eur. 2007:
-o6rqo nar.rrpo6no qucno - no-Marxo or 100 CFU/ml;
-6axrepuannu eHAoror(cnHrr - [o-MaJrr(o or 0,50 IU/ml.
3. I4nArznr,raya,rur4 onaKoBKrl - cep'ruSuuapaur4 perlr.rKnlrpyeMra e4noxparHu PVC

6yuurlr or 5 :rurpa.

1.2.5. Hoprenn,rarypa J\i 5: KtrICE"lI FI4KAPFOHATEH KOHIIEHTPAT
3A XEMOAI4AJII{3A (YCJ'IOBEH J\} 3):

1. lloneH ctcraB creA cMgcBaHe 14 pa3penraaHe! Kar(To oJre,4Ba:

I( - 3,00 rnmol/l
Ca- 1,75 rnmol/l
Glukose - or 5,00 ao 6,00 mmol/l
Mg- 0,50 mmol/l
2. flo 6uororu.rrr ,r3rrurBarufl. Aa orroBapq Ha Phar. Eur. 2007:
-o6rqo ruurcpo6Ho r{ucno - no-Ma,'Ixo or 100 CFU/ml;
-6axrepua.:rurz eHAoror(cuHH - llo-MaJrno or 0,50 IU/ml.
3. 14 rr4r sraya,r H f{ oraKoBKl.{ - ceprurfraunpauh pert'hr(nHpyeMa e4Horcparrrr.r PVC

6yrurru or 5 :rrarpa.

1.2.6. Honrenx,rarypa j\! 6: KI{CEJI EI4KAPFOHATEH I{O}IIIEHTPAT
3A XEMOATT$Ir43A (YCIOBEH J\! 4):

1. I4oHeu cbcraB cJIeA cMecBaHe r{ pa3pe}r(Aar{e, KaKTo one,4Ba:

K - 3,00 mmol/l
Ca- 1,75 mmol/l
Glukose - or 5,00 ao 6,00 mmol/l
Mg- 1,00 mmol/l
2. llo 6nororuqHr4 r{3r1}trBagr4r aa orroBapr ua Phar. Eur. 2007:
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-o6ulo Mr.rKpo6Ho rrrrclro - Eo-MMno or 100 CFUiml;
-6aroepua,rnu eHAoroKcr4Hz - tro-MaJrno or 0,50 IU/m1.
3. I4u4zeugyanuu orar{oBnri - ceprri$r4lr.rpaur4 perluKnrlpyeMn eguonparnu PVC

OyTr4JrKr4 oT J JII4Tpa.

1,2,7, I{oiueun,rarypa J\} '7 t CO,'I 3A
TIOHOOEMEHHuTE CMOJII4 FIA OMEKoTI4TEJI
XEMONtr{A"TII{3A:

1. Colra Aa 6r,ge xunauuecrlr uucra /$apl,rar<onefiHa, c qr4crora no-ro,rsua or 99
o% (renerrecet L AeBer npouenra) - Aa orfoBap{ Ha r.i3rlcKBaHr4lra nocoqeHn r: Phar. Eur.
2005.

2. Coma Ia 6tge ra6rerupana.
3. I4n4unugyanu4Te onaroBru ra 6raar or 25 xr.

2. TEXHX4TIECKA CIIEUIIOI{KAUILfl no O6oco6ena no:r.rqua J\i 2:
MeAlrqancxu H3Aelrutr 3a xeMoAua,'Iu3a

2.1. O6urlr [3ucKBaHr.rrr Kr,M MeAlrrlr.rucKure u3.(erul 3a xeMoAl{arrlt3tr no
o6oco6esa norlrqlrr J\! 2:

2.1.1. !a oT rorapflr Ha rr3r4cr{BaHr.rqra Ha qr. 82, at l or 3MI4, r(aro aMar:
- HaHecerra "CE" rraprlrponxa B cborBercrBrie c r43r.tcxBaHr4rra na qJ. 15 or 3MI4;
- HaHeceH laprugeH/cepaeH HoMep B:L,pxy onaKoBnure, Konaro e flpunoxrrMo;
- HaHeceH zgeHru$anaquoHeH HoMep ua uorz$lrqr.lpaur4s opraH no vl. 63, an. 4

or 3MI4, Koraro nporle4ypr.ire, onpe4eneuu e nape46rzre rto r]r. 18 or 3MI4, r43r4cKBar

HaHacsHeTo My;
- HaHeceHLI HaI4MeHoBaHI4e 14 aApec Ha ynpaBneHue Ha npoLI3BoAI4Tets u/uttu

yntnHoMorqeHftt npeacTaBr4Ten u Blrocr4TeJrr;

- r4HcrpyKllrrr :a ylorpe6a. c ti3KJltoqeHtte Ha'fi31\ervflTa, 3a Koliro roBa He e
npeABr-rAeHo B 3aroHa. B cryvanre, Koraro r.rHcrpyKrlr.rr{Te 3a ynorpe6a ca Ha qy}KA e3r4K,

crqure rpl6na 4a ce uMar npeBo4 ua 6:urapcru e:ux.
2.1.2. Cporc 3a ro4Hocr Ha AocraBeHr.rre Me4r4ur4ncKr4 r434errvtri I{e no-xparrr or

60 % (urecraecer npoqeura) or 06tr114r cpor Ha roAHocr B MoMeHTa Ha 4ocraBKa.

2.2" Cneyufuxaurrr4 Ha MeAr,rur.rHcnrrre r.r3aerurr 3a xeMol(uaJrlr3a rro
o6oco6esa nosuuuq J\! 2:

2.2,1. Hon.renx.irarypu or J\t 8 go i\! 1l:
KAIII4J'UIPHI4 AI4AjII,I3ATOPI,I 3A XEMOAI4AJ'II43A cbc cr{HrerurrHa

no.nucy,r{oHon a vr errr6pau a
1 . .{a ca 3a e4HoKparHa ynorpe6a - creprinHr.i, crepuJrr43lrpaHlt Lrpe3 napoBa

cTeDunr43aIIu.s.

2. la ca ranulnpHlr, r.r3fpaAer-rr4 or criHTerrrqHa rrolucy.rrcpouoea rraeu6pana.
3 . fia ca c ao6pa 6r]ocr,sMecrlrMocr H anaporeHHoc'r.
4. !a :a4rpx<ar e$enrunuo euAoroKcr4Hure.
5. ,{a He rrpeAr.i3BrrKBar anepr[qHr.i peaKrluu y naqrieHTare n flpyplrryc.
6. fia ca c6BMecrr4 Mr-i c HarurrHprre E\4ar 43H:u a aparvt B oraeJreH]4ero-Fresenius

7. ,{a lr:4tpxar rpaHcureu6panHo HaJrrraHe go 500 Ml/FIg.

PEIEHEPAIII,I'I
34. BONA 3A

4008/s.
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8. !a ca c orJurrrna oqncrBar-qa floBtpxFtocr u pa:Hoo6pa:ue B roJreMr4uara Ha
noBtpxHocrra - 1,3 xn.u; 1,6 xn.v; 1,8 nn.nr;2,0 xn.u;

9 , la ca c Mr4HrrMaJreH xp:seeu o6eira no 100 Mn.
10. .{a ca c Br.tcor KJrr4p6lrc 3a Hr.rc(o lr cpeAHo MoJrer(ynrrpHr4 cy6crauqun c

aAeKBareH roe@uqlreur ua ynrparf unrpaqlu.
11. la ca c BI4coKa aHrlarpov6oreuHocr, rro3BoJrrBarlr4 r43noJr3BaHero Ha M211r(H

Aosr.r XeflapuH.
72. la mtat guza t u crpyr(Typa, no3BonrBaula orrrr4MaJrHo 3arrbJrBaHe c

Ar4aJrrr3eH pa3TBop 6es uanr4que Ha Her43rroJrlBaeMlr rrpocrpaHcrBa.

meiu6pana

2.2.2. Honesx,rarypu or Nr 12 ao Nb 14:
KAIIIIJ'IfIPHI4 AI4AJII43ATOPtr{ 3A XEMOAIIA,III{3A c xeruncoH

1. fla ca 3a eAHoKparna ynorpe6a - crepr.inHa, crepr.rJrr]3upaHLr qpe3 napoBa
cTeprinu3arlu.{.

4008/s.

2. la ca xanumpHr.r, r.i3rpa,qeHr.r or xeJrr.rrcoH l,reu6paua.
3. fla ca c 4o6pa 6r.roctnMecrnMocr r.r afiuporer-rFrocr.
4. [a :a4rpx<ar e$er<rznno er]AoroKcuurrre.
5. !a ne npeArr3Br4 (Bar a,TepruqHn peaxrlr.ir4 y flaqr4eHrrrre ]r lpypr]Tyc.
6. la ca cbBMecrr.iMr4 c HaJrr4qHr.rre AnaJrr43Hr4 anaparu B orAeJreunero-Fresenius

7 . la usgr.pxarrpaucvev6panHo narrrraHe ao 500 ul/I-lg.
8. !a ca c orJurrrHa or{ucrBaula rroB:bpxHocr r.r pa:Hoo6pa::ue B roJreMr.rrara r{a

rroBbpxHocrra - 1,4 xn.u. r.r 1,8 re.u;
9. fia ca c M]rHr.iMareH rprneu o6eu ao 100 lr:r.
10. !a ca c Br4gor( nJrr.rpbr{o 3a Hr4cxo r4 cpeAr.ro Mo.Jre(yn{pHrr cy6crauqau c

aaeKBareH roeSnqueu'r na ylrpa$unrpauur.
11. fla ca c Buco(a aururpou6orenHocr, ro3Bor.{Ba Iu r]3noJr3BaHero Ha MaJrKtt

gosu Xenapuu.
12. fla uttat Auzaitu n crpyKTypa, [o3BorrBarqa olrr]Ma:lHo 3alr,JrBaHe c

ArlaJru3eH pa3TBop 6eg na,ru.rlre Ha r{elr3non3BaeMu npocrpaHcrBa.

2.2.3. HoueHx,rarypn or J\! 15 to NI 17:
KAIII4JT.f,PHI4 AIIAJIII3ATOPLI 3A XEMOAI,IAJIII3A cbc cuureruqHa

lo.nlrcy,rt[onona, noJruerepcy,r{ouona rrJrH Apyrn AeptrBarn na no,rncylrlrouona
iueu6paua

1. fla ca 3a eAHorparHa ynorpe6a - crepr4JrHr-r, e'repwnu3r4patu qpe3 ra3oBa
crepr.rJrr.I3aIII4.t, crepl.IJrl.i3aultr c taMa rt'ql.i I4nu eneKTpoHHo o6,rlqsaue.

2. Aa ca Kanr4nspHt4, z3rpaaeHu or criHTerurrHa norzcyrSouoea,
no.uuerepcyrcloHoBa rlJru Apyrr{ AeprrBarr4 na norucy:r@onoea meirn6paua.

3. ,{a ca c 4o6pa 6uocr,eMecrl{Mocr L{ arrfiporel*Iocr.
4. !a :a,4:spxrar e$ex'runHo eH/1o loKcr.iHr4Te.
( Ee -e ^^r-*.,--,rKBOr aneprrrqHr4 peaKrlr4rz y IIaqueHTHTe ]r npypr.rryc.
6. la ca c:r,BMecrlrMl{ c HaJrr{rrHure Ar4ann3trr araparv B orAeJreHr4ero-Fresenius

4008/s.
7. Aa rl:Arpxtar rpancueu6panno Han-EraHe go 500 Ml/Hg.
8. !a ca c orJrr.iqHa oqricrBaua floBbpxHocr r.r pa:noo6pa:ue B roJreMr.iHara Ha

noBbpxHocrra - i,3 r<e.iu.; 1,5 xn.v.; 1,8 rn.u. u 2,0 xn.rra;
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9. fia ca c Mrar{r4MaJ]err rpr,neu o6era ao 120 un.
10. {a ca c Br4cox Knr.rptHc 3a Hr{cxo r4 cpeArlo MoneKyn.[pHu cy6crauquz c

aAeKBareu xoe$rzqueHr ua ylrpadtulrpaqua.
11. .{a ca c BLIcoKa anrzrpoLr6oreHllocr, Ilo3BonrBarqu r{3fioJr3BaHero Ha MaJrKr4

AO3rr xenapr4H.
12. la wn Ausai*t tt crpyKTypa, no3BorqBarIa orrrr.rMturHo 3anr,JrBaHe c

Alranr43eH pa3TBop 6es HaJra.INe Ha flelr3noJBBaeMI4 npocrpaHcrBa.

2,2,4. Ho*reHx,rarypu or J\! 18 ao 20:
UEHTPAJIEH BEHO3EH KATETT,P
1. .{a e sa eAHoKparHa ynorpe6a - crepuneH.
2, la e c go1pa5[ocbBMecrnMocr 14 alr4poreHHocr.
3. !a e anylrynaeHen.
4. !a orroeapl ua pa:uepa 12F
5. C'r,orsereu 4r4aMerbp Ha apreprzaneH n BeHo3eH n:sr 1,5 lzll.r 1,6rrau.
6. fla 6r,ge c A:bJr]nr4Ha 15, 18, 20 cM c rlen Karerrlpr.r3ar1u.s ua nena Seuopalr.rc,

cy6xlanur H rorynapac r{HTepua.
? rlo n. --^"-"-" * B CeT 3a KaTeTI.rpI43arIr4s, BKnFlr{Baq:
- rryHKrrr4oHHa nma 18 G x 7 cM;
- eo4au J.035 x 70 cMi
- cr,Aopa3rrrr{pr.lren (Iunararop) 12 F x 14 cu;
- cKa"lner;
- c puHrIoBKa l0 cc.
8. !a ne ce npeqynBa.
9, Aa 6'src TepMoceHcri6uner{ or fioJrr.iyperaH 14 npv re,recHa reMleparypa 21a ca

MEKII I4 O|6BAEMIi,

10. .{a noseor.rnar nonyr{aBaHero Ha r{p6BeH ge6ur, 4ocrar-rqeH 3a
fipoBeirqaHero na edterrl.reuo Ar4aJrr43Ho Jreqenr.re,

11. !a rpanlrlrpar MrrHHMaJrHo rler{rpuHus Ber{o3eH cr,4, n roffro ca [ocraBeHu.
12. !a ca peHrreH-rro3uruBHu.

2.2.5. Honrenrc;rarypu or L\! 2l ao L\l 24:
A-V .DUC'TYJ'IHI{ I'IUII4 3A XEMONIIAJII{3A
I . !a ca :a eAHoxparHa ynorpe6a - crepr.iJrHn.
2. la ca pot43BeIeHH or Marepr4an, no3BonrBaul Ao6pa 6noc6BMecrr4Mocr c

KpbBTa Ha rraqr4eHTa.

3. Br,pxonere Ha HrrLITe Aa ca c ocrpl{ pe}r(enlu noBbpxHocrll, ocr4fyp.sBarqu
6e:6ole:Heso npoH14KBaHe.

4. Kpararqara Ha rraura r',a r4tJrure Aa
KPAI{U]ATA UA AV 4ZA,UT:U TE CIZCTEMIi, NOJI3BAHH

cr,qJTeufiBaHero uM Aa 6\Ee s4pano upe: pe:6a.
S T,,IF ['TA TNO6DA. |-,,,-- Aa ca B KoMnJIeKt:

apTepr.raJrrra, Ko.sTo .44 riMa oTBop Ha pexerqara rroBT,pxHocT;
- neuosua 6es oraop;
- Aa uMaT rrpe,4na3Hr.i u]r.inKr4.

6. la ce fipeAnarar B pa3rurrHr4 pa3Meprr cnopea JryMeHa Ha pexeuara
noBtpxHocr - 15 G, 16 G, 17 G.

ca c,sBMecraMlr, Ao6pe aAartrnpaHli c
B OTAeIeHUeTO 3a XeMoAr4ar'rr43a, I(aTO
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7 . fla ca cna621euu c rroABrr]nHr.r (nr,prarqu), uBerHo KoArrpaHr{ r{pr4Jrqa (uepnerio
3a apTepranHa k cuHbo ra aeHo:ua n:,ra).

2.2.6. Hon.reux,larypn .l\l} 25 n No 26:

AITAJII{3HI{ CIICTEMIT (XEMOJTI'IHI{I{)
1, la ca za eAHoKparrra y orpe6a, crepulna.
2. la ca 6ezonacHr4 r.r recHlr 3a r{3rror3BaHe.

3. fia ca B KoMrrJreKT - aprepnanHa r4 BeHosHa xeMoJrr4Hr.rs.

4. !a uuar nenosna uu$y:uouna crrcreMa.
5. Bcqxa.[lzHLLI Aa I4Ma IIpeAna3Ha Kanarrxa 3a KoHeKTopI4Te r.ra Ar,Ianl.i3aropa
6. Aprepua,ruara cucreMa (xevo,u.iHr.r.x) ga lrva:
- KoHer(rop (nr,slyrueu uopan);
- npeAIIa3HL KJraMrru K:sM r{oHeKTopa (nr,s4ylren uopan);
- nopT 3a HH)r(eKTr4paHe c flpefpaaKa, Hec:ba:bpxaua taTeKc r] 3atqr4Ta Ha

np:bcTr-rTe;

7. Beno:sara cucreir,ra (xenaomanvs.') Aa vMa
- KoHeKTop (n:s:4yueu uopan);
- npeAna3Hrr KjraMrltl I(6M KoIle(Topa;
- aorrlbJrHrrTeJrHo oTBell(aaHe 3a Ber.ro3r-rur AaTr{r.rK 3a 3aulu'ra;
- nopT 3a r.iH)I{eKTI.ipaHe c npefpaAKa }rec6A6p}I(aua JraTer(c lI 3aLqHTa Ha

IIpT,cTuTe.

8. /-{a unaar ycrpoitcrno 3a cB6p3BaHe Ha aprep[anHara v Beno3r{ara cficreMa 3a
o6eso:r:4yuranaue.

9. Ia ca c Ao6pa 6uocr,eMecrrll4ocr r4 a[r.iporeHHocr.
10. !a ca ctBMecrIrMH c HanriqHure yvaJrtr3Hu anaparli B orAeJIeHI4ero -

Fresenius 4008/S.
11. Beno:susr 14 aprepr4aneH rcpafi na xeMoJrnHr4r{re Aa 6'r,Aar cna6aenu c

roJIeMI.i KJIaMIrr4 c qen npeAIIa3BaHe Ha [aqI4eHTI4Te or B:b3AyuHa ev6oll.g.
12. Kr,v KoMnJreKTa 4a rava rop6a 3a eBaKyarlltr Ha cf usuo,roruuHr4rr pa3TBop B

xoIIa Ha npoMI4BaHe Ha cr4cTeMr{Te.

13. fla 6'r4e o6osua.reH BtTperrtHlrrr Ar.raMetbp Ha noMneHur cerMer-rr (Bruna) rz

I(r.iaMer6pa Ha BeHo3Hr4r uopan (3 0r,lr'a).

2.2.7. Hon.re nx;rarypa J\ir 27:
KAPFOXEMOIIEPOY3EP _ XEMOCOPEEP
l. .[a e la e.4HoxparHa ynorpe6a - crepuneH.
2. la e c go6pa6 rzoctBMecrliMocr.
3. !a e anuporeHen r.i HeroKcaqeH.
4. Meu6paua - aKTr4BeH B:bfJrer{.

5. .{e6erurua na uen6panara - 3 -5 mc m.
6. forelrurra ua lopu're na $arrrpa 4o 450 mc m.
7. Pa:r:spuara Ilnoq- Ao 300 xs.ra.
8. O6eir,r Ha san'hreaHe lo 260 \4,1.

9. O6lro renro .no 300 rp.
10. !a e 6esonaceH r.r Aa no3BoJrraa necua ynorpe6a.

2.2.8. Houesx.narypa J\! 28:
BOAALI 3A IIEHTPAJIHA KATETEPI{3ALII{-'I
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1 .!a e :a eAHoKparrra ynorpe6a - crepr.ireH.
2. la e c po6pa 6noc6sMecruN4ocr r.r anuporeHHocr.
3. .IIa e'run J .035 x 700nana.

2.2.9, HoueHr,rarypu or j\! 29 go J\} 32:
CI,IJII4KOHOB KATETT,P 3A IIPOnb JIXI{TEJII{A yIIOTPEEA
1 . .{a ca ea eAHo(parHa ynorpe6a - crepuluu.
2. la ca r.r3rorBeHu or reptroycrofiur4B rro;tr4yperaH.
3. la ca c po6pa 6raoct nnaectauocr rr anuporeHr-rocr.
4. [a ca 4eynyveHHr.r c pa3Mepr4 14 F u 15 F N pasuepu 28 cu u 30 cvr;
5. .{a unaar anftporer]eu u 6ouc6er4ecruM Mall[toFr :a 4o6pa $uxcaqul

noI(KolKI4ero;
6. la ce flpeararar B cer:
-nyHKrIrioHHa urrt.a 17 G x7 cttt.
-ctAopa3rxupureJrr.i cnJrr.trr.ipaqa clacretaa lgutararcpul 16 F x 15 cv;
-ctAopa3rnupurenu /punururopu/ l1 F u 13 F x 15 cv;
- eo4au J rnn 0.38/ 0,97 uu x 70 cna;

- cT9pLrJleH TpoaKap 3a l{3roTBrFre Ha IroAKoxeH TyHeI;
- cnpr.iHrloBKa 10 cc;
-cTepr{neH KoMnpec c pa3pe3;
-ABe (naMrrr{ 3a aprepuanHfit u Ber{o3eH rpail c uepeeu LI cI4Il qBsr.
7. ,{a no:eolanar :recua Slrxcaqrar KGM no}r(ara.

2.2.10. Houeux.narypa Nir 33:
OI{,TTT,P AHTI{EAKTEPI4AJIEH
1 . {a uorar Aa ce [pr4c6e.qrrHrBar Kr'M Diafix :arlnoqnarrrara cr4creMa Ha

a apara
2. la nosnotr^ua npurorBqHe Ha ynrpaqucr Ar4aJrr.r3eH pasreop(en4oroKcr.inu <

0.03 IU/ml, 6poii uurpo6u < 0.1 CFU/ml)
3. !a r.r i.,tar no,rnc;,rr!oHoau vev6paHr.t
4. Mena6panure aa cr,xpaHsBar qeJlocrra Il KaqecrBara cl{ B npo/lbn}r(er{r4e Ha

noue 12 ceAMr4rlz eKcrrJroarauur rilu 100 6p. auatuznu npoqeAypr.t, npll ge:uH$erqul c
npetraparu or ruua ua Pulisteril 340 (nepoqerHa xuceluua), Diasteril (xuTlpoxcuoqerHa
xuceruua) u Sporotal 100 (narpuen xuloxlopu4) 3a Mr4Hr.iMyM 11 nouucrtaqll uaKlrra.

5. !a unrar $z,rrpaquouna cnoco6uocr > 5 ml/min.mmlJg

3. TEXHI4TIECKA CIIEULI@I{KAIII4.fl ro O6oco6ena uo:uqnn j\} 3r
Pa:raoplr ta gwlru{texqufl Ha xeMoAI{aJrrr3rrH arraparu

3.1. O6uru r.r3ucKBaHus KT,M npelaparnre 3a ge:uurpenquR
xeMoAuaJrri3nt4 arraparlr no o6oco6eHa nosuqlra J\! 3:

3. 1 . 1 . !a crornercrBar Ha li3ucKsauuma ua lupercusa 93/421 ECC.
3.1 .2. Cpox 3a roAHocr Ha AocraBrr-rr4Te rrpenaparr.i 3a rroqlrcrBaHe r4

Ae:uuQerqas: He no-rpamr or 12 (4nanagecer) iraeceqa or Aarara Fra AocraBKara.

3.2. CnequSurcaquu Ha npeflaparnre :a g*undrenqufl Ha xeMoAualrlt3Hrt
arraparrr uo o6oco6ena no:uqlrn N! 3:
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3.2.1. Horueuxrarypa J\! 34:
TIPEIIAPAT 3A A,TKAJTHO XTIMIITIECKO IIOI{I,ICTBAHE

(OFE3MA3TIflBAHE)
1 n, n1lar.r,DtroE,,Ja pa3TBOp B KOHrIer{Tpr.ipaH Br4A.

2. !a uoxe Aa ce yrrorpe6flBa B [\Lrulrl3tu Marlr4Hr4 - na He yBpexAa
xr{ApaBnHKaTa.

3. AKrusr{ara cy6craHrltir Aa 6:bae ua 6a:ara Ha HarpHeB xr4[oxJropr4a QllaClO) c
aKTuBeH xnop, He no-MaJrKo or 3.50 %.

4. Cle4 pa:pexrAaHe c BoAa 3a AvaJrrlr:,a B cborHolrenr.ie 1 : 34 npl.i reMaeparypa
37 rpagyca C, Aa uv'a fapar{rr4paHo Synruqulno, 6arrepzqu4uo, ry6eprynoqlr4uo a
Brrpycurlr4AHo (n r.u. xenaruru B/C u HIV) AeilcrBlie, [pr.r rperr.rpaHe or. 15 ulEu,

5. !a cr,gr,p)Ka HarpueB xr4ApooKr4c (fJaOI{) ao 1 %.
6. Aa 6rae cra6r4nu3upaH.
7 . Aa 6t re HLIcKo terJrt4 B 14 c peAyurrparr Mr.iplic
8. Aa 6r,ae n ry6ir c BMecrr.{Mocr or 5 ao 10 l.

3.2.2. Houenx,rarypa J\! 35:
TIPEIIAPAT 3A TEPMI{IIHA XI,IMI4qECKA AE3IIHOEKIII4g,

lor{I4cTBAHE 14 AEKAIIIUOI4KAIII4_fl
1 IIq nnennropncr ,^Ja pa3TBOp B KOHrleHrpr4paH Br4A.

2. .{a noxe Aa ce ylorpe6 fiBa B Ar4uru3:r.lr MatrrrzHr-i - aa ne yBpe)r{Aa

xlrapaBnuKaTa.
3. Axrr{eHara cy6craHrlrzr Aa 66/le Ha 6asara Ha Jrr4Mor{eHa KraceJrr.iHa (C6H8O7)

r4trr{ xr4Apolr9}ioqeTHa KI{ooJII.IHa.

4. Cnea pa3peiKAaHe c Bo.qa 3a NLraJT'Lr3a B clorHolueHr4e 1:24 npu reMneparypa
84oC artrrisHara KoHrIeHTparlrrs Ha cy6craHur4lra Aa e rapaHTr{paHo aocrartr{Ha 3a
c[opou]r.4Ho, 6axrepaqu4uo, ry6epxy:roqra4Ho r4 Brrpyclrrlr.rAuo (B r.q. xerarvlu B/C u HIV)
AefrcrBrre, pa3TBaprHe Ha KpbB Lt cr4Jrro 143pa3eHo AeKairrlr.rpaHe B AHaJrr.i3arHoro o6p'su1euue,
npr4 eKc[o3r4ur4.[ oK. 15 MuH.

( ITo mro qern nor
^^-. -,^,.."{a JreTJrr4BocT rr peAyr_lupaH Mr.rpuc.

6. !a ne c:bA:bplr(a MAexuAu.
7 . Aa 6'sre 6uopa:rpa4ur'ao.
8. !a 6r,ae e ry6n c B\iecrnN,locr or 5 4o l0 ,r.

3.2,3, Hon.renx.narypa i\! 36:
TIPEIIAPAT 3A CTYAEHA XI4MI4qECKA AE3I4HOEKqIIfl VI

NEKAJIUIIPAHE
1. .{a npe4cranmBa pa3TBop B KouqeHrpr4paH BrrA.

2, AxrueHrire cbcraBxr.r Aa ca Ha 6a3ara Ha leporlerHa KuceJ .rHa CH3COOOH.
3. Crea pa3pexAaHe c BoAa 3a l\vurvsa B ctornorJrenue 1:24 .rlpu reMneparypa

37'C xouqeHrp ar\LrflTa Ha a(TrrBHara cy6cranqur Aa e rapaHTripaHo nocrar:br{Ha 3a

lrHar(rr.rBaqur Ha cnopu, 6axrepzll, Bt4pycri (B T.q. xenarr.rrr4 B/C u HIV), npr. rperr.ipaHe oK.

l0 vnn.. xaxro r{ acr(aJuupaulj ceoiicrea,
4. la lr;r'ta HerorrMa rerrr.iBocr a pery(npaH He pr4rreH Mlrprrc.
5. l{a anaar cnoco6Hocr KlsM 6r4opa3rpallr.iMocr.
6. ,{a naonte 4a ce ynorpe6 traa B ALrufirgnLr Ma fr4nr4 Aa Fre yBpexla

xrrApaBnr{KaTa.

7. Aa6rrc e ry6I,i c BMecrrrMocr or 5 ao 10 n.
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4. tr4gucrcnaue 3a [peAcraBrrHe Ha oflIrcaHlre u/rl,tu cnlrurcu or yqacrHltrluTe
tlo o6oco6eHa flo3rrurrs i\ir 2 Meauulrgcnu rr3ae,'rufl 3a xeMoauaJru3a: YqacrHtzr]ure oa

AJrblKHI4 Ia IIpeACTaBfiT Orrr4oaHr{e Ulr4rrT CHT4MKU Ha MeAr4rlr,ir{cKr4Te r.r3AeJrr4f. Ha cszrr,mure
Tpt6Ba ficHo Aa ce Br4ir(Aa r4 qere erlrKel-br Ha r43aenliero. VvacrHnqure, Kor.rro ca AocraBrJru
B npeAXoAHr.I foAr4Hr.i Mear4rlr4HcKr'r Te r43Ielr4s, 3a KorzTo yr{acTBaT B HacTosqaTa npoqelypa,
I{e Ca 3aA:LnXeHI4 Aa npeACTaBqT OnI.iCaHI4e H CHAMKL{ Ha Te3l{ fl3Aenl.Il, e Clylafi. LIe Te Ca

Han:sJrlro r4AeHrr4rrHu (no sraa, MoAen, Mapxa, pa3Mep, rpoz3Bogurer) c 4ocranluure.
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YKA3AHIIfl 3A TION|OTOBKA HA OOEPTATA

1. floArorosKa Ha o0eprarai
1.1. tlpu noAforoBxara Ha o(beprr4Te yqacrHr.iur4Te ca IJr!)nHl4 Aa cna3Bar

r43r4cKBaHr4sra Ha B63Jror(rrreJr{. Orpeprara cJreABa .qa orroBapr Ha u3rzcKBaHrz r.ra, ocoqeHr.r
B pemeHuero, o6sgrenuero r.r aoKyMeHTaur4 ATa 3a y.tacrxe B nporleAypara r4 aa 6bAe
ooopMeHa rro [pr4Jro]KeHr.rre KbM Aor{yMeHTarlu.sra o6pa:qa, Koraro roBa ce u3!rcr(Ba.
OrronopHocrra 3a rrpaBr4JrHoro Bl3lrpueMaFre Fra Aor(yMenTaquflTa 3a yqacrlle ce Hoclt
eAr.rHcTBeHo oT yqacTHnIIr4Te.

1.2. Orpeprrlre ce r43forBrr Ha 6:bnrapcKr.r e:zr. ,{oxyveuru, Kor{To ca Ha qy){A
e3r4r( ce peAcraBsr 14 n npeBoA ua 6urapcru.

1.3. ,{o us'ruuanero Ha cpoKa 3a noAaBaHe Ha oQeprnre, BceKrz yqacrnrrr( Mo}r(e

aa npoN4eHH. na,4orrbJlul.i t4rH aa orrerrlt o$eprara cl.
1.4. flpe4cranrlrero Ha oQepra 3a46nxaBa yqacrHr4Ka .4a npr4eMe HarrtJrHo

Bcuqrr4 r.I314cKBaHI4t x ycJroBrir! nocorleHl.i B pettteHl4ero, o6sereur4eto u roKyMeHTarIfttra 3a
yqacrr.re B npoqe.4ypara.

L5. Bcexu yqacrHr.rK B npoqeAypara HMa flpaBo Aa rpeAcraBu cauo egHa o$epra.
1.6. Jluue, Koero yrracrBa e o6e4ranenze vru e )Jano ctrJlacHe Aa 6T,ae

noAll3Il!,,IHItren r-ra Apyr yrracrHt4 K, He Molr(e Aa noaaBa caMocrorrelna ocf epra.
1.7. B npoqe4ypa sa BT,3naraJ{e Ha o6rqecrBeHa nop6qKa e4uo dl.r:nuecno unz

ropIzALIrIecKo .rlvue Mo)I(e Aa yr{acrBa caMo B eAHo o6eAr4HeHfle.

1.8. Cerp:aua rr4ua He Morar Aa 6r4ar canaocrolreJrHr4 yqacrFrr{qr.r B eAHa 14

c:brla npoueAypa. IIoA "cB6p3aHz ,ruqa" cre4ea Aa ce r4Ma [peABr{a orrpeAereHr.iero tro $ 2,
r. 45 or nP Ha 3Ol l.

1.9. Vqacrnuqzre Morar Aa ce rro3oBar Ha r{anau!{Tera Ha rperr4 nr4rla,
He3aBUCI4MO OT rrpaBr{aTa Bpb3l(a Me)I(Ay TtX, IIO OTHO[IeHI4e Ha KpLiTepIiItTe, cB6p3aHII C

uKor-roMuqecxoro I{ dlruauconoro c6crorHr4e, Texr{r4rrecKlzre cnoco6gocru vI

npo$ecuoHanHara r(oMrrereHrr.rocr. 3a rperure nr{qa ce [p]inafa qn. 65 or 3O[.
1.10. V.racrHuurire rrocor{Bar B o$eprara cfi [oAlT3rrr,JrHrrreJrr.rre a AeJra or

nop:bqKara, (oiTo rqe r,rM Bb3JIo)I{ar, aKo Bl3HaMeptBar Aa r43nor3Bar raKI4Ba. 3a
noAr.r3[6JTHr{TeJ1}rre ce nplrJrara .{r. 66 or 3Oll.

He:aer4cut\4o or B63Mo)I(Hoc'rra 3a ri3noJT3BaHe [Id nonr43rr:r,J]Hr{t elr}4

orroBopHocrra 3a Il3ntrneFrxe Ha AoroBopa 3a o6uecrBeHa nop6qKa e Ha H3n'srHlirers.
Br,:rorru,te:rtt HtMa Aa LI3B'bpIxBa AIipeKTr{r4 pa3nnarlaHr.ts c

I1O.[H3 N6JIHI,ITEfi UTE,

1.11. Yqacrsuqrire Morar Aa nocoqBar e orleprure ctz rrH$opMarlr4r, no{To
cM.rrrar 3a rourpu4enqaa,rna 868 Bp63Ka c HaJIITIIIero Ha rtpfoBcra raitua. Koraro
yrracrHurlr4Te ca ce rro3oBaJrr.r Ha r(oH$r4reHrlr-ra:rHocr, crorBeruara unrlopual(fifl He ce
pa3KpnBa or B63ror(I4Ter.rr. Vqacrr"rraqure r{e Morar Aa ce [o3oBaBar ua rouQu4eHquatruocr
rlo orHorxeHlIe Ha IlpeaJro)I(eHltgra or o$eprfiTe uM. Koll'fo noare)r(ar Ha oueHl{a.

i . 12. Bcu.rKri IoKyMeurr.r ce npeAcraB.rrr B opv rlrHaJr r.i,'ru Konu;r, 3aBepeHrz or
yqacrHzKa c "BxpHo c opuruuala". lerlapaquure u 6aHKoBfiTe rapaFrrlrir! r{oraro rar{r.iBa ce
r{3I4C(BaT, 0e npeAcTaBrIT CaMO B OpIlrIiHaJL

1.13. Jllrqara Morar Aa tlol{cKar [I4cMeFro or Brb3Jto)I$rreJlt pa3rrcFreHr4r rro
peuer{r4ero, o6.flBreHuero r4 AoKyMeHTaurrrTa 3a o6qecTBeHaTa [op:br]Ka Ao 10 aHr.r IIpeIri
H3TrrqaHe Ha cpoxa 3a lonyrraBaHe ua o$eprure, a rtofaro cpor(:br e cbrpareH npr4
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Heo6xoAr4Mocr or crrelrHo B!3-rlarale - Io J AHu. Bl,grox<urenqr npelocraBr pa3.scHeHr{rra B

4-ffreseH cpor( or nonyqaBaue Ha rrcr(aHero, Ho He [o-KbcFro or 6 Asr,r [peAr4 cpoKa sa
lonyqaBaHe ua oQepru, a Kofaro cpoKtT e c:bKpareH nopa4rz neo6xoAuMocr o'r crerrrHo
B63Jlafafie - ,4O 4 .4Hri [peIH TO3r4 CpOr<. B pa:XCHeH[fiTa He Ce nocoqBa rr{uero, HanpaBrrJro

3anHTBaHero. Brgloxruteilgt He flpe,4ocraB,t pa3{cHeHHfl, axo rrcr(aHero e noc,rbrlr4Jro crTell
cpoKa no rd3peqeur4e nrpno. Pa:tcHeHr4rra ce fipenocraBrr upe: ny6lrzrcynane ua npor]u.na
Ha r(ylyBaqa.

2. Iloganarre na odeprara:
2.1. loriylrenrure, cBT,p3aHr4 g yrracruero B npoqe,qypara, ce trpegcraBrr or

yr{acTHr4Ka, }rJILr oT yII6-TIHOMO IeH OT HefO npeACTaBr.ITeI - JII.iqHO r.Ur4 r{pe3 nOUIeHC(a rlnr4

Apyfa Kyplrepcra ycnyra c flpenopbrraHa nparr(a c o6parna pa3rrr4cra, Ha al(peca Ha
BTr3rrolro.rreJrr: rp. .{o6przu 9300, yl. "flanailor Xnroe" 24.

11 llnwwrr eurvrc..-i ce [peAcTaBtT B 3arleqaTa]ra Henpo3parlHa onaKoB(a, B6pxy
I(O.f,TO Ce nOCOr{BaT: HaLTMeHOBaHfleTO Fra yqaCTHUKa, BKJTTOTII.iTeJIHO yqaCTHXTILITe B

o6eaI4HeHi4ero, Koraro e [pI4no]I{HMo; aApec 3a KopecnoFrAeuqLrl, relec}oH 14 no B63Mo)KHocr
- $arc u enerTpoHeH aApec; HarIMeHoBaHIiero Ha rropr,qKara, a Koraro e npr4-rroxl{Mo -
060co6eulire no3r.rqlrlr I4 HoMenKnarypltre or rtx, 3a r(oLITo rloAaBar AoKyMeHTLITe.

2.3. 3a nonyuenvre orfeprn npri Bt3lrolKr.rrens ce BoAn perncrrp, e Koil.ro ce
oT6ens3BaT: fiolarer na o$ep'rara; HoMep, Aara I4 r{ac Ha nonyr]aBaHe; npHqr{Hnre 3a
Bpr,ulaHe Ha o@eprara, xoraro e npunolr(r4 Mo.

2.4. flpu noJryr{aBaHe Ha o$eprara B6pxy onaKoBKara ce or6eJrx3Bar rropeAHr{rr
HOMep, AaTaTa U qacGT Ha IIOiIyqaBaHeTO, 3a KOeTO Fra npr4HOCL{TeJlg Ce [i3l(aBa AOKyMeHT.

2.5. He ce npr4eMar o$epru, Kor4To ca trpe,qcraBeHr.t creA u3rurraHe Ha KpafiHnt
cpo( 3a [ofiyrlaBaHe I4JIU ca B He3arreqaTaHa orra(oBKa fiJrr.r B onaKoBKa c HapymeHa {sJ]ocT.

2.6. Koraro r<r,M MoMeH'ra Ha r{3rr4qaHe r.ra xpailnul cpox 3a rronyqaBaFre Ha

odepru npeA Mrcroro, oflpe,4eneHo 3a rrxHoro rroAaBaHe, Bce ol]ie aMa qaKarqu Jrr.rqa, Te ce
BKJIIoqBaT B crruc:r,K, KoATo ce noA[I4cBa oT rIpeAcTaBIzTeI Ha B63JIoxrr4TeJrr r.i oT
rrpl4cbcrBaulure .[r4r]a. OQeprr4Te Ha rarlara or crrr.rc6r{a ce 3aBex.qar B perucrtpa Ha
B63J1oro.{Tem. He ce gonycra [pueMaHe Ha o$eprli or Jrrirla, Kor4To He ca BKnroqeHu B

crrHc:hI(4,

2.7 . B ctrytaure, Koraro o$eprara ce r43npaua no noqara unr.r c Kypr.iepcra
cny)K6a, yrracrnrixlT c.lreABa Aa ooirypH nefinoro cBoeBpeMeHHo npr4crr4raHe rrpeAr4

u3rr.rrraHe Ha cpoKa 3a rroaaBaHe Ha o$epru. Przclcsr or za6aea uJru aary6nane ua o$eprara e
3a yqacTHrir(4.

3. Crgr,pxrauue Ha 3aflet{araHara [re[po3paqHa onaroBKa r.r yKa3aHurr 3a
ttoIIT,JIBaHe Ha AOKyMeHTUTe B Heq:

3. L Onnc Ha npeacraBeHu'fe aoKyMeHTr4.
3.2. CraugapreH o6pa3erl 3a eAr.rHHnr eBpoflefict<fi Aor(yMeHT sa o6rqecrneul.r

nop6qKr4 (EEAO[) 3a yqacrHr4Ka, a Koraro e npr4JroxrrMo - 3a BceKH or yqacrr{r.rqr.rre B

ooeAr.rHeHuero, r{oero He e IopuAllqeclto JIIt{e, 3a BceKLI [ol(It3n:bnr{r4TeJr H 3a tsc.{Ko Jr4rle,
qllr.rro pecypcu rqe 6bAar aHra)ir4paHr.r ]l r43nr,JrHeuuero Ha loprbrrKara.

llpu no4roroexara na EEIOII cneABa Aa ce r4Ma rrpe4Br4A cJreAHoro:
3,2. 1 . {pe: EEAO|I yqacrnriKb'r l(eriJrapnpa rncara Ha ocuoBaHr4.sra 3a

orcrpaH.{Bane I.i cr,orBercrBlle c Kplirep!{HTe:a no46op. B nero ce npeAocraBs cborBerHara
r.rHQopMarlr4s, r43r4cKBaHa or Bb3Jrolr(r4TeJrs, r4 ce npeAcraBrr AaHHr4 ornocHo ny6nuqHuTe
peruclpu, B Itol.rro ce cr,A:hp)xa nuQopuaqu.a 3a .qeKnapnpaHrrre o6croqrelcrBa Llrr:r- 3a
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KoMnereHTHLIg oprau, KoiiTo cl,rJracHo 3axoHoAareJrcrBoro Ha ctorBeruara A:r,plr(aBa e

Ar'I6)I(eH Aa rlpeAocranx au$opuulr4fl 3a re3r4 o6crorrrercrea cryrxe6uo Ha B63Jro)r{rlTeJrs.

3.2.2, B qa.cm II, 6yxoa "A: tr[u(topuotpa so uKot LolluLlecrcutt onepamop", n

pa3AeJIa " IldetLmu(luxatlut't y.c1acr]':.v]ri:bT cneABa Ia orroBopri B cborBercrBr4e c
perllcrpalllisra cla B tbproBcKlir perr4cr6p rrnr.i apyr perrJcrr,p cr,o6pa:no Harlr4oHanHoro cr.r

3aKOHOAaTeJICTBO.

3.2,3, B qacm II, 6yrcea "A: tr4ucfopna4un 3u ut{oHo,^4u.Hecrcun onepamop", v
pa3Aena "tDop"ua Ha ytlctgmrart na EEIO|| yqacrl{I4Krbr cneABa Aa orroBopl4 AanH yqacrBa B

nporleAypara Karo uacr or o6egltneHue
3.2.4. B zacnt II, 1yrcea "8. I4u$opamtpuL sa npedcntaaumerLume Ha

uKotro.r,|uqecKutL onepamop", yqacTHr4K:bT cneABa Aa oTfoBoprr B aGoTBeTcTBLre c
peracrparlrl{Ta cr.r B Tl,proBcr<lrr perncrtp nnr4 Apyr perlicrbp cro6pa:uo HauuoHaJrHoro cr4

3aKOHO,4arerCTBO.

3,2.5. B ,racm II, 6yrcoa "B; l4u(topuat4un omHocHO usnon3qaHetl,to Ha
Ka.nalpmema rLa dpyzu cy6dxmu", yqacruuKtr cne4Ba Aa orroBopu AaJrn rqe u3noJBBa
Kanarlr4Tera Ha TpeTLI JIIrqa no oTHolIeHI4e Ha Kplzrepltzre, cBbp3ar{u c r{noHoMllqecxoTo I4

tfuriauconoro c:r,crotHze, TexHIiqecKI4Te cnoco6socrl.r lr npoQecuona:rHara KoMIlereHTHocr.
3a ecrxo rpero n rle ce npeacraBe orAe,rer EEnOn.

3,2.6. B qacm II, 6yrcaa "f : tr4u$op"u.aqun su nodusn'aa.Lumenu, uuunn
Kana4unxem weHo.A4uqea{utm onepamop unua da usno.nsGe", yrracrHHK6T cneABa Aa
oTfoBopl4 KoI4 ca noAl43r:bJrHlrTeJrr4Te, KorrTo rr{e IIOJI3Ba rr Aena oT nopbllKaTa. r(oftTo ule LIM

Br,3Jro)r{r4. 3a ecexu rroArr 3nrJrHr.rreJr ce npeAcraBq o'rAeJreH EEllOn. Hegaer4cr.ti\4o or
rrorrbJrBaHero ua EE.{Oil, noAI{3n6JIHI{TerI{Te npe.4craBtr rrorrr,rueHa I{ floAnlicaHa

flex:rapaqur no .rr. 66, ar. 1, u3p. Bropo or 3OfI sa fioerrire or noau3rrbnnr]Tent
3arbn)(euu;r, no nplrMepHr4r o6paseq flpuloxeHue Nl 3.

3.2.7 . B .racm III, iyrcca "A; Ocuoaauun, clbpsaHu c tlqKq3ameJu.t?i. npucudu"
yqacrHI4(BT Aernapr4pa r-ra;lrr{uero na o6croqre,'rcrBara 3a orcrpaHtBaHe or yqacrlre B

lporleAypara no.rr. 54, a,r. 1,'r. 1 u 2 or 3Oli (ocrx<4alre 3a npecrbrrJreHr.rr tro qJt. 108a, ql.
159a-159r, wr. 192a, .c,r.209-213, qr. 301-307, \r.321 u'1r.321a or HK urN aHa,'IorvqHr4 B

Apyra Albplr{aBa qJreHKa r.rJrr.r rpera crpaHa), Kar{To u [peA[prierrrre MepKH 3a r{aAe}r(AFrocr rro
q:r. 56 or 3OlI, xoraro e nprinolKt4Mo. Tesr4 ocnosaHr4s ce orHacrr 3a Jrriqara, Kor4To

rpeAcraBrsBaT yrracTHr4Ka, qJreHoBeTe Ha yrrpaBrrTgJrHr.i r4 HaA3opHr4 opraHr4 lr 3a Apyfu nr{ua,
KOT4TO r4MaT npaBOMO[]r4.8 Aa yflp KH.[Bar KOr]TpOn [pr4 B3eMaHeTO Ha peueHr4.rr Or Te3x
opraHli. Jluqara, 3a.qr,Jr)KeHrr Aa Aeruapripar o6cro.rrercrsara no qJr. 54, m. 1, r, 1 u 2 ca
nocoqeHr4 n qn. 40, an. 2 or llll3Oll. Koraro r43r.{cxBaHrura no ur. 54, an. 1, r. 1 rz 2 or 3Ofl
ce orHacfr 3a loBeqe or enHo nr.iqe, BcnrrKri Jrr4qa noAlr]cBar eAaH ri cl,ul EEAOll. Koraro e

ua,ru{e ueo6xogr.rMocr or 3arlrlra r{a rr4rrr{r.rre AaFrFrr4 nJru [pr4 pa3ruque a o6croarelcrnara,
cBbp3aHr.r c Jrr4qHoro c:bcrotHrle, rautpoptaaqurra orIIocHo u3ucKBaHhATa lo q:r. 54, a:r. 1, r. 1

u 2 or 3Oll ce rontJrBa B orAeJreH EEIOII 3a BcrKo JrHr-Ie r.ilru 3a HrKor4 or luqara. B
cnyrrar4re, Kofaro ce noAaBa fioBeqe or eArrH EEAO , o6crorrercreara, cB6p3aurl c

r(prrrepr4ure:a no46op, ce c:bAtpxar caruo n EE{OII, noAnr4caH or Jruqe, Koero Mo}r(e

caMocro.{TerHo ra flperc'raBntBa c6orBerHIis cronancru cy6exr.
3.2.8. B ,tc{cnt III, 1yrcaa "E: Ocuoaauun, ccbp3ctHu c nJtaLr4aHemo ua dauz,t4u u

colpan oocueypuntenuu ortocnu" yuacrHranr,r reKnapupa HaJn{quero Ha o6croltrercreara ga

orclpaH.{BaHe or yqacrue B rrporleAypara no 'u. 54, a,r. i, r. 3 or 3Ofl, KaKro pr

lpeArrprrerr4re MepKu 3a HaAexAHocr rro qr. 56 or 3Oll, roraro e nprlJroxriMo.
3.2.9. B qacm III, 6yxaa "B: Ocuoaauun, ccbp3ar'M c HecbcmotmerHocm,

rconQnuxm Ha uHmepecu unu npoQecuoHanHo Hapyuteuue" yuac:ruuxlT AeKnapapa
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HaJrr4qr4eTo Ha oocTorTe'IcTBaTa 3a oTcTpaHsBaHe oT yqacTue B rrpoqeAypaTa [o qI. 54, an. 1,
T. 4,5,6 n 7 or 3Oll. OcHosaHr.rsra no .{r. 54, r. 7 or 3OfI ce orHacqr 3a Jrr4uara, r{ouro
lpelcTaBnsBaT yqacTHr4Ka, rrreHoBeTe Ha y[paBriTeJlr{[ 14 HaA3opHr4 opraFrrd r.1 3a apyfr4 nr.rua,

K0I4T0 I4MaT IIpaBoMOrqr4r Aa ylpanGrBaT r(oHTpoJr [pr.r B3eMaHero Ha perrrgHr.irr oT Te3r4

opraHr.r. JIr4Uara, 3aA6Jrlr(eHr.r Aa Aer{napupar o6cro{TercrBara llo LrJr. 54, at 1, t. 7 ca
rocoqeHr4 s qr. 40, a.:r.2 or fIn3OIl. Koraro u:ucxeaur4rra rro rrJr. 54, ar. 1, r. 7 or 3Ofl ce
orHac{T 3a [oBeqe or eAHo nr4ue, Bcr.rrrKr4 Jrr]qa noArrr4cBar egr.rH r-i ct ru EEAOfI. Koraro e

naluqe seo6xolr.rMocr or 3aulura Ha JrrrqHure AaHHr.i r4Jrrr npu pa3nr4qr4e n o6cro.are:rcrnara,
cB6p3aHI4 c ,rliqHoro ctcroqHrie, r.rn$oplraqlinra oruocHo r'r3r'rc(BaHttrra fio ' . 54, an. 1 , r. 7

or 3OII ce rorrbJrBa B or,{eJreH EEIO 3a BcrKo r t\e r4Jt4 3a HrKor4 or Jrr.tqara. B clyuaure,
Koraro ce noAaBa rroBeqe or eAr4H EEnOIl, o6cro.sreJrcreara, cBr,p3aHlr c Kplrrepulrre 3a
nog6op, ce c6A6pll{ar carr,ro e EE!O[, loArrr{caH or J]ur{e, Koero Mo)r{e caMocrorrrerHo Aa
npe.qcraBr.{Ba cr,orBerr{r4r cronaucru cy6err.

3.2.10. B qacm III, 6yrcr:a "l: flpyeu ocHoaaHutr 3a u3KnrcLtlarre, rcoumo uocrce da
6tdam npedaudeHu 6 HaquoHanHomo 3al(oHoc)amercmoo rn Bb3nazaL4Ln opzo.rt uJtu

6b3Jlo){umert la dtpacaaama uneuxa" yuactuursT Aer(napr4pa HaJILtrt\4ero Ha:

3.2.10.1. O6cro.sre:rcrsara 3a orcrpaFrsBaHe or yqacrr-ie B rrporleAypara rro qJr.

54, wt. I, r. 1 u 2 or 3Ofl (ocrNaaue 3a rrpecrbnrreHr.r.s ro r{r. 112, gn, 194-208, qn. 213a-
217,'nr.219-252 u.\n.253-260 u qr. 352-353e or HK ranz aHarrorhqHr.r B Apyra AbpxaBa
rlJIeHKa IIJrI-t rpera crpana). Te:z ocnosauut ce oruacsr 3a rl{qara, Kor4To npeAcraBJ'IqBar
yqacTHr4Ka, qJreHoBeTe Ha ylpaBI4TenHI4 Il Haa3opHI{ opfaHl4 14 3a Apyfn JInIIa, KOI4TO }rMaT
npaBoMorqr.is Aa ynpa)KHrBar Kor'rrpon nplr B3eMaHero Ha perneHr.rr o'r re3]l opfaHr.{. Jluqara,
3aA6Jrlr(eHrz Aa AeKnapripar o6croqrercreara ro rur. 54, an. 1, r. 1 u2 ca nocoqeHrz s .rr. 40,
u.2 or fIlI3Oll. Koraro usacxsaHr.r.sra rro \r, 54, an. 1, r. 1 r,r 2 o'r 3Ofl ce orr{acrrr 3a
rroBeqe or e,4uo nrrqe, BcuqKlr Jrr{ua rroAtllicBar eAnH r.t c6trt EEAOfl. Itoraro e Hall.rqe
ueo6xo4Iztrtocr or 3aulzra Ila fizLIHI4Te rallllu urrl rrpu pa3Jluql4e e o6crolre:rcreara,
cB6p3aHv c JruqHoro c:bcrosuue, uu$opuaql.ixra orHocHo r-i3r.rcKBaHarra r1o u:r. 54, al. 1, r. 1

u 2 or 3Oll ce norrrrJrBa B oraeJreH EE.{OI sa BcrKo nurf,e vn 3a HsKor.r or llr4ara. B
cnyqar.rre, r(oraro ce no4aBa roBerre or eAuH EEIOI, o6crorrrercrnara, cBbp3aHr] c
Kpr4Tepr.irire sa no46op, ce cbAbpxar cauo n EE.{O[, rroAnrrcaH or nr,tqe, Koero Mo]r(e
caMocro.sre.rlHo Aa [peAcraBngBa c6orBerHl4.s cronaucrz cy6exr,

3.2.10.2. ilpeurli :a yrlacrlie s o6uecreeHll rlopr,qru no u:r. 3, r. 8 or 3arosa sa
r.rxoHoMr.rqecKr.rre u Snuancoer.rre orHoureHur c ApyxecrBara, perl{crp}.rpaHr4 B ropr.rcAr4r(rlr4u

c npe$epeuqaa:reH AaH:sqeH pexr.iM, cBbp3aHr.rre c r{x Jruqa !r rexHr4Te 4eilcreureluu
co6crseHriu14.

3,2.10.3. flpe4npuerrzre MepKu 3a HaAe)riAHocr ro .rr. 56 or 3OlI, Koraro e

npHnolKl.iMo I.IJII{ Ha,Tualuero Ha rl3KJlloqeHr4rr no qn.4 or 3axosa 3a A KoHoMur{ec(r.rre r.r

Qunauconure orHo eur4r c ApyxecrBara, perr4crprrpalru B ropr4cAr4Krllrr4 c npecfepeuquanelr

AaHtqeH pelr(I4M, cB6p3aHIrre c rrIX JII.{qa u rexHljre AeftcrsurerHu co6creenuqu;
3.2.11,, Yqac;r:g,urlure ca aJr:b)Kr'rr4 Aa yBeAoM.[r rr{cMeno B63Jro}Kr-rreJrs s 3-.queseu

cpox or HacrbnBane na o6crosrencrBo ro qr. 54, ar. 1 or 3Ofl, Aer(JrapripaHo or rqx B qacrr4

II u III sa EEAOfl.
3.2.12. B uacm IV 1yrcaa "a; 0614o yrosaHue sa lcuHKu Kpumepuu sa nod6op" ce

locoqBa uuQopnaaqur 3a ctorBercrBr4ero Ha yqacrFrr4(a c Kprzrepr.rr4Te 3a nog6op.
Br,:ronturelrsr .4onycr(a BT)3MolI(Hogrra uucfopvaqu;rra 3a c6orBercrB\4e c Kpr4Tepulzre 3a

no46op Aa ce lperocraBrr r{pes lofi:brBaHe e EEIOI eAr4FrcrBeno Ha qacr IV, 6yrcea "o:
O6uo yxa3aune 3a BcrrrrKv Kpr4Teprir4:a no46op". flocleAsoro ue ocno6ort4aea yqacrHr.rKa
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or 3aA:brr)r(eHr4ero My npn rorr6JrBaHeTo Ha EEAOII Aa rrocoqu cborBeTHr.ir lto(yMeHT, c
Koilro ce AoKa3Ba ctorBercrBr.re (nux< r. 3.12.13 u3.12.14).

3.12.13. B uacm IV, 6yrcaa "A: foduocm" B rorlKa 1) ua ra6nuqara yqacrHuKtr
nocoqBa AoKyMeHra, c xoitro AoKa3Ba cT,orBercrBvero crr rlo rorrKa IIL1.1) or o6.{nrenfiero
3a orroBecrrBaHe Ha o6ulecrneHara flopt qKa: Pa3peureHue 3a r6pfoBr4r Ha eApo c
MeAr4rlr4HcKr4 us4enr4r,, r43AaAeHo o'r tr4AJI u tt Epyr AoKyMeH'r, yAocroBeprrBarl npaBoro ,4a

TspfyBa c MeAI4IlI4IlCt(I4 V3AeIrVfl, r.r3AaAelr OT KOMneTeHTeH Opfafl Ha CTJOTBeTHaTa A6plI(aBa.
Pa:peuenue rinrz yAocroBepeHrre He cr4 r43rzcKBa or [por43Bonarenr4Te Ha MeArrrlr.rHcr(u

r43renr4fl, ycrauoBeHrr Ha repuroprrrrra na Pery6:rnra liuraplu, r(aro roBa o6cro.g:rercrso ce
nocor{Ba sa ctuoro n,tgcro g EEnOll.

3.I2.14. B qacm IV, 6yrcaa "B; Texr'ruqecrcu u npor\ecuor'ntn Lu cnoco1uocmu" n

roura 4) ua ra6:ruqara yqacrHuKlT nocoqBa AoKyMeHTa, c xofiro AoKa3Ba c r,orBercrBr.rero
crr rro roqxa IIL1.3) or o6.serenuero 3a orroBecrrrBaHe Ha o6rqec,neHara [opr,r{Ka:
Ceprurlurar 3a npr.rJraraHe r.r noAg6plxaHe Ha cr.rcreMa 3a ynpaBneHr-ie Ha rcaqecrnoro EN ISO
9001 ulv,tru EN ISO 13485/13488 ulunu exsusaneHrHa. c o6xsar B o6nacrra ua
npor.l3BoAcrBoro ulustu rsprouuxra c Mear.rqriHcK:a rl:rerfirfl .

3.2.15. Vqacrsuqr{Te Morar Aa H3flo,'r3Bar EE{O|I, rofiro eeqe e 6uJ ugroJ:ean
npu npeAXoAHa nporleAypa sa o6luecreexa opleKa, rrpr.r ycnoBue, qe norBtpArr, rre

cbAbp)r{aulara ce B Hefo uuQopuaqur Bce orle e aKTyaJrHa, npx ycnoBuqra uawl 44, a* 2
or llfl3Ofl.

3.3. .{orynaeuru no ur. 45, ur. 2 o'r ilII3On 3a r(oKa3BaHe Ha rrpeArrpuerr.ire
MepKri 3a Haae)rqHocr rro qr. 56 or 3Ofl, (oraro e rrpr4no)ro4Mo.

3.4. IIpu yqacrHuqu o6eAuneHras, Korrro He ca lopr4AuqecKu lrnla - Korrr4e or
AoKyMeHT, or roftro,ua e Br.r,4Ho [paBHoro ocnoBaHrie 3a c63,uaBane ua o6e4unerruero, r(ar(To

r.r cJreAHara zu$opnaaqrar 868 Bp!3r(a c KoHKperHara o6rqecrseHa nop6qKa: rrpaBara rI
3aAlrxeHl.Itra Ha yqacrHlilll4Te e o6eAuHen[eroi pa3]IpeAeneHr4ero Ha orroBopHocrra
Mer(Ay qreFroBere ua o6e4uuennero; 4efiuocu{Te, Kouro rle r43nbrHtBa BceKx qneH Ha

o6elugeglleto.
3.5. lexrapaqua 3a Jrr{nca Ha cB6p3aHocr c Apyf yqacrrrr.{K B clorBercrBrTe c rrJr.

l0l, a,r. 1l or 3OfI - no [pr]MepeH o6pa3erl llpunoxeuze Ns 1 or AoKyMeHTaur4rra 3a
yqacTr4e.

Yuactnuqrare ca An:brrHr4 Aa yBeaoMrr rr4cMeHo Bb3ror(r4TeJs n 3-4neeen cpon
or HaclbrBaHe Ha !eKJlapupaHoro o6ct'oqte,'lcreo.

3.6. flexnapaquq rto rrr. 6, al.2 or 3arosa :a MepKlire cperqy r43nr4paHe Ha napa

- no 3aAt.;rlKlirereH o6pa:eq flpr,rroxeuue Nr 2.

3.7. Aex:rapaurar ro qr. 66, at 1, rr3p.BTopo or 3Ofl 3a rroerr4Te or
rroar43rlbJrHr.rreJrrr 3aa'r,lllr{enrr.s no npr{MepeH o6pa3eq flprarontenue Nq 3 uls a cno6o4Ha

$opva c neo6xo4zuoro c6A6p)r{aHr.ie, B cJryrrallTe, r(oraro yqacrHur{tT flpeaBr4xr(a
nOJI3BaHeTO Ha nOALI3nl,JIHuTen.

3.8. Texultqecrco npeAnoxeHrie, c6A6p)r(arqo:

3.8.1. Texnu.recKo npeAJroxeHue - rro 3aA6Jr)Kr.rtereH o6paseq llprroxeuue No

4.1, 4.2 uluttu 4.3 xr,na 4oryl,reHTarluqra 3a yrracrr4e.
R rncv nnwrnragr,,-... yqacrHHK6 | :

- flocoqga 3a I{oI.i HoMeHl{Jrarypr4 or crrorBerr.rara o6oco6ena no3r4llrlr flpe.qcraBt
o$epra.

- .{ernaplrpa c:r,orBercrBuero Ha rpeAJIaraHure r(oHrleHTparu, MeaI-iLII{Hcl{u

v3nerug. LI pa3TBopr4 :a ge:uu$eItqxfi Ha I.i3I,IcI{BaHLItra, rrocoqeHv n Texull.tecrata
crequ$uxaqua or Aor{yMeHTaur{{Ta 3a yrracrr.re.
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- lexnapzpa cpoKa Ha BaJrrlAHocr na o$eprara,
- .{euaplrpa rrpaeMaHero Ha cpoKoBere 3a: rr3rrlJrHeHrie Ha AoroBopa, nnalqaue,

AOCTaBKa n TOAHOCT Ha AOCTaB.{Hr4Te MeIUrIr.iHCKu r434enldfl;
- lerurapupa ctrJracr.rero ctl c Knay3rrre Ha npuno)KeHns [poeKT Ha AofoBop;
- lexnaplrpa Apyrx o6cro.srercrBa, u3acrBar{rz or BTr3Jror(rrreJrr H rrocoqeua B

o6pa.seqa ua 4oxyMeHra.
3.8.2. liorcynaeur 3a yntnHoMorlaBaue, Koraro Jrri{ero, Koero no4ana o$eprara,

He e 3aKoHHI4tT npeACTaBr4TeJr Ha yqacTHL{(a.

3.8.3. loxa:arerc'rna 3a tlprlroaHocr T1 rrpeanaraurrre r(oHrleHTparr.i,
MeAI4III4I'IcKI4 v34en:z.s. rr pa3rBopa :a ge:nu(texqu{: flpocrreKT, KaraJror, cnequ$unaqu.r
a/urra 4oryuenr 3a rexHrrqegKara xapaKTepr.rcrr.rKa Ha tt4eJrLrs'ta uILrr 4pyr paBuo3HaqeH

Aor(yMeHT, u3AaAeHu or npoli3BoAl4Terf , aoKa3Baulu ctorBercrBr4ero c TexHzqecrata
cnequsuxaqna or aoKyMer{TarIr4 tfia 3a y\acr)te.

3.8.4. Koraro yqacrHr.r( no4ana o$epra 3a rroBeqe or e/IHa o6oco6esa [o3uquq,
3a BCtKa OT [ro3r4rlr{r4Te Ce npeACTaBqT TIOOTAeJIHO KOMIJIeKTyBaHLI I(OKyMeHTU rro TOr{(u
3.8.1 - 3.8.3. KoNrnJreroosanero Mo)Ke Aa e B oraeneH nJrr.r(, tra xa, grxo6 ra 4oryueHTr{ r.r:rr.r

opraHlr3llpaHo no Apyr Frarrr4H, rro noiiro 4a Mor(e Aa ce ycraHoBu sa Koq o6oco6eHa rro3]rqlrrr
ce oTHactT.[oKyMeHTIrre.

3.8.5. I4eucxeaHe 3a fipeacraB.sHe Ha on]icaHr.re u/ustu cnutrt<u or yrracrHr.rqure
no o6oco6eua no3rirlus Ns 2 MeIuLIzncKu u34erfitfl 3a xeMoAr.raJrrr3a: Y.lacruzulre ca

AJI:b)nHr4 Aa rrpeAcraBtr oIII4caHIre tr/ulu cltzrrlrlt Ha MeIHrlIrHcKlTTe v3aeIrufl. Ha cuunxure
rpx6na tcno rla ce Br.IlI(Aa n rrere err{Kerr,T Ha I43AeJrLrero. YuacrHaqll'L'e, Kor,rro ca AocraB{JII.i
B rrpeaxoAHr4 roAfiHr.i Mear.r{uHcKrzTe n3lteJrur, 3a Kor4ro yqacrBar B HacTorr[ara rrporleAypa,
He ca 3aA:b,'IlKeHu Aa npeacTaBflT orrucaHr4e r-r cHr4MKr] Ha Te3m A3AeJtvt. B cny,ral{, rre Te ca
Han:r,J'rHo r4rerTLrtlHr4 (no nz4, MoAen, Mapr{a, pa3Mep, npor.i3Bo4u'rel) c aocraBrrHure.

3.9. I-{eHono npelnoxeHr.ie, c6n6pxaqo flpe4nor(eurzero r.ra yqacrHr.rxa oraocHo
rleuara 3a rrpuAo6rznaue - ro 3aA:r,n]r(r4reJren o6pa3eu flpuroxenue Nl 5.

3.9.1. Krn nclno flprzlorrenue Ns 5 ce rpr.iJrara trontlrHeH u noAnr4caH nucr
"O6.no:. i\b . . ..." or Crnc:rra ua o6oco6enure rro3Irur.rlz r4 HoMenKJrarypnre, sa o6oco6eHara
no3r.rulrr r.r HoMeHKnarypr-ire, :a roaro/roaro yqacrHriK6r npe4crana o$epra.

3.9.2. B rucra "O6.no:. Ng ...", rrpeAcraBnrrBarl clorBerHara o6oco6eHa
rro3r.rqrrr or Cnucrr<a sa o6oco6enure Iro3lu]ra 14 HoMeHxrarypr.rre Bcer(rr yqacrHlix e

Arr,}IteH Aa IIorrT,Jrr{E [ooTAeJrHo 3a BcrrKa HoMeHKJraTypa, Aa KorTo ytracTBa:
Ko,rona 6: "Trproecr<o HalrMeHoBaHI4e rr lpo]r3BoAr.irel " , n xolto ce nocoqBa

T6pfoBcKoro Har4MeHoBaHv e Ha rBAeJrr{ero (noueur.narypara) u nporaseognrelt uy;
Ko.roHa 7: "E,4uuuqua rleHa B rB. 6es AAC", B Ko.*ro tpn6na pa ce rrocorrr4

r-IeHara Ha rr3renr{ero (uoiraeux:rarypara) e :rena 6es !!C 3a cr,orBerHara vrpxa (uepna
eArasuqa), nocoqeHa e xoroua 5.

3.9.4. flpe4rolxeHr.rre qeHH no orAenHr.ire HoMenKnarypr.r rpn6sa aa ca B JreBa,

6* f[C, 3aKpbfneur'I ao Bropr.rr 3HaK cnea aecer:a'r,r].ara 3anerae.
3.9.5. Koraro yqacrHuK norana o$epra 3a noBeqe or ear-ra o6oco6esa no3rrqnr,

3a Bctl{a or [o3ulI]Iure ce npeAcraBsr orAeJrHo ueHoBo lpeanoxeuze flpzttoxreuue Ns 5 c
rpunox(eH tt6M Hefo ronlJrHeH rr IroarrlicaH rrzcr "06.nos. N9. .. . .. ".

I]euonoro npeAJroxeHue rre ce flocraBg B orAeJleH 3aneqaraH uun, .tnii

KATO Bl,3JIOItItTeIqT e IpeABUAIIJI pa3rJIe?I(AaHeTO Ha AOKyMeHTIITe Aa CTAHe nO peAa Ha
ur. 104, a,r. 2 or 3011.
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Br,s,rox re,rqr He r.r3ucnBa rrpeAcraBeuure or yqacrHr.rrluTe AoKyMeHTrr Aa
6rqar nocraneun B orAeJrHL nJtItKoBe, nannu u/u,rn gxro6one 3a AoKyMeHTx, ocBeu aKo
rpn6na ga 6r,Aar rcoun.nexToBauu lro o6oco6esu [o3r4rlur.r B cJryqanre, nocoqeHu B

roqKa 3.8.4 u 3.9.5.

4. Pa:r"rexAaue Ha od)eprr.rr€:
4.1. flolyveuure otpepru ce orBaprr ua ny6ruur"ro 3aceaaHrre, Ha Koero Morar Aa

rIpI4CbCTBar yr{aCTHVrIr4Te B npoUe,4ypaTa IiJII.I TeXHr{ yrrsJrHOMOrIeHr4 npeACTaBLITeJII.t, Ka(TO

r.i npeAcTaBHTerri Fra cpeAcTBaTa 3a MacoBo ocBeaoM.sBaHe.

4.2. Blsrox(uren.fiT npeaBr.rxAa pa3fre]KAaHero Ha orpeprnre Aa ce r43B6prrru no
peAa Ha qr. 104. ast. 2 or 3OII, npu Koero orreHrara Ha rexHr.iqecKrrre r.i LIeHoBnre

npeanox{eHlls H& yq4glrttrte rqe ce u3Blbp npeAu [poBe]r(AaHeTo Ha npeABapuTelHnrr
noA6op.

4.3. flei.tcrruna Ha KoMr4cu.rrra 3a r43BlpIrIBaHe ua no46op Ha KaHAlrAarr4Te 14

yqacrHrzuure, pa3rnex.qaHe r.r oqeHra na ocfepnrre (rouncuara no .rr. 103, a-n. 1 or 3OfI) ce

r43B6prUBaT B Cre.4HaTa IrO CJre,4o B aTeJrH O CT:

4.3.1. xorraucusra orBapt flo pera Ha r{xHoro llocrtrBaHe 3afieqaraHlire
Henpo3paqHu orraKoBKr] u oIIoBecT.rrBa T.{xHoTo c6.46p}KaIIHe, BKJlloqI4Te"lHo npeAJro}r(eHr.rsTa

Ha ygacrHnulire no noKa3arert ja oqeHKa ua o$cprurel
4.3.2. rexuuqecKoro r4 rreHoBoro npernoxeHlle Ha Bcel(u or yqacrHurlzre ce

no{nllcBar Hat-MarKo or rpr{Ma qJreHoBe r{a (oMI4cI.Itra h ce npeAnara no eAur-r or
rpr4c6crBaull4Te npeAcraBl{TeJrlr Ha Apyrr4Te yqacrHr4r-u.t aa fli floan me, c xoero ny6llruHara
qacr or 3aceAallueTo npl4KnlorlBa;

4.3.3. xorvucr.rgra pa3rne)riAa rrpeAcraBer-rure oQepru Ir oqeHsBa c:bfJracHo

lis6paHu.r xpurepr.ril 3a B:s3naraHe re3!1 or rtx, KoI4To c:t orBersrBar Ha npeaBapl.irenHo
o6sgeHure ycnoBr.i.q;

4.3.4. xotrucurrra pa3rnelr(aa AoKyMeHTr4Te, cB:bp3aHr.i c rr.rirHoro ctcrosHr{e r4

Kpurepr.rxTe sa nol6op, Ha yiragrHurlure B Hr.r3xoAtlq pea cnpsMo noJyqeHlrTe o{eHKli;
4,3.5- Koraro ycraHoBr.r rvnca, HentrHora unr4, HecborBercrBue Ha

Nu$opvaqu.rra, BKrroq[TerHo HepeAoBFrocr I4na tfarruuecra rpeIura, IrJII{ Hec:borBercrBlre c
u3qrcr(BlquflTa K:bM irlirrHoro c6crotHlle IrJrI.i Kprrreprrl4Te :a no46op, KoMtlcusra nHcMeHo
yBeAoM.sBa yrracTHuKa;

4.3.6. e cpoK ao 5 pa6ornu aHr4 or noJryqaBaHero Ha yBe,4oMneHl-iero yqacrHnxtr
Moxe Aa npeac raBr.r uon EElOfl ulutm gpyru aoKyMeHTI,l, Koliro ctrbpll{ar rlpoMeHeHa

ul uttu aon's tuena unSopnaaqur ;

4.3.7. xortucusla pa3rnelnAa AoKyMeHrI4Te, cB6p3aHLI c JIHqHoro cLcrorIHHe I.i

Kpllrepnlire :a no46op .(o ycraHoBtBaHe Ha c;orBercrBl{e c L{3Hc(BaHI.isra Ha ABaMa
yqacrH[rlr4, Ko]rro Knacupa Ha n6pBo H Bropo Mtcro; ocraHaJIHTe yqacru[Il{, vnuro oSepru
ca orleHeHn, He ce KJlaclrpaT.
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NPOERT

AOfOBOP

!uec.................2017 rop. B rp. llo6pr4rr, Ha ocFroBaHr.re qr. 112 u cl. or 3arosa ga

o6ulecreeulrre nop6qKn, ce cr(J[oqri HacrortquflT AoroBop Me)r(Ay:

cbc ceAanHtue B

..,.....,,.,,,..,..,...........11 aApec Ha yrrpaBneHr.ie.......
EI4K,

B KaqecTBoTo My Ha.

orrpeaeneH 3a Ir3[sJrHr.rren cJre.4 irpoBeAeHa npoqeaypa 3a Bb3JIA|AHE HA o6rqecreeHa
nopbqKa Tr4rI "ny6:rvuHo c6cre:asze" N9 00083-2017-
npeAMer:. . . .. . . . . FrapuaraH POAABATI 14

" MHOTOnPOOI4IIHA BOJIFII4IJA 31\ AKTI4BHO JIEqEFil4E_lIOEpt4r{,, AA
rp. ldo6puv, cr,c ceAaJrrzrue u aApec Ha ynpasJreHrze: fp.,4o6pfi.r, yl. "llauafior Xu.tos" 24,
rer. 058/600160, garc: 0581600414, e-mail: oblb@bereon.net, EI4K 124141302,
lpeAcraBrrrBaHo or !-p Tpra$ou Bla4r.rnanpon fiopAanoe , I4grr,:ruureleu .{uperrop ua
ApyiKecrBoro, uapvvaHa KVIIVBATL

LTpaHrjre ce cIIopa3yMsxa 3a creaHoTo:

IIPEIMET HA AOfOBOPA 14 UEHI4
9leH 1.(1) flpo4aeavtr [poAaBa Ha KynyBaqa croKure no o6oco6ena tosliqux Nt

Ns...... ri HoMer{KJrarypr{ Ns Ns ............., sa xorro/xouro e yqacrBar B orr(pr4Tara
rtporleAypa 3a B63JraraHe na o6qecreeHa lopl,ura.

(2) I {enonzre rpe/I,'to)r(eHr.rr Ha [po4aBaqa ca ............ .....
(3) flporuosuure (oJrrrqecrBa, [ocor]eHri B AoKyMeHTaqr4xra :a o6rqecreena

ttoptqKa He nopalxAar 3an6Jlll(eHr4e 3a r(ynyBaqa Aa rI4 3aKynlT e noco'renuq o6eN4.

cPoKoBE 14 HALII4FI HA nnAil{AHE
llnen 2. Cporrr Ha Hacrorul}rr aoroBop e 12 ueceua or Aarara Ha noArrr4cBauero

My. AoroBoplT lpo4rsrxana 4e[crBrl ero cu Ao c(Jt]ouBaHero Ha AoroBop c Apyf r{3[bnnr4TeJr
c;reI npoBe)nAaHe ua o6rqecreeua trop6qKa.

t{neu 3. Croxure rqe 6r,Aar IlocraBrHr-t or npoAaBaqa Ha KynyBaqa e cpor< 10
(IeceTJ KaJreHAapHa nHr4, cneA 3tuIBtBaHeTo HM.

r{:reH 4. flr'lxrul,rara Ha npoAaBaqa cyMa [o BcrKa orAenHa AocraBxa Ie 6bAe
rrJrareHa or KynyBaqa no 6anxosara cMerKa Ha [poAaBaqa B cpox Io 60 (ruecr4ecer)
KaneHAapHIl AHr.i cne,4 r{3.4aBaHero Ha SaKrypa or npoAaBaqa.

9ren 5. Cporr,r Ha roAuocr Ha e .....,....................

M'CTO HA I43IIbIIHEHAE h NPEMI4HABAHE HA COBCTBEI{OCTTA
9ren 6. 3a Mrcro Ha AocraB.sHe Ha croxr4re ce orpeAem "MBAJl-[o6puu" A!

rp. Io6pr4.r, yr. "flaHafior Xrroe" Ns 24, zveuo,,Eoluxuna anrera".
9reu 7. Co6cTeeHocrra B6pxy AocraBrurrre croKr4 r.r plrcxlr or nr,JrHo r.rJrr4

rracTlzqHo norl4BaHe Ha cToI(I-iTe npeMHHaBa B:bpxy (ylyBarta oT MoMeHTa Ha rrpI4eMaHeTO r4M

Ha MtcToTo Fra AocTaB.{He c nprr eMo-npeAaBaTeJler{ npoTonoJl vnv Apyf paBr-ro3FraqeH

AOKyMeHT.
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nPABA 14 3AA:bJlXEHr4t HA ilPOAABATIA
rlles 8. (l) flpoganaur,r e Arr,)r(eH Aa cr{Jrroqri AoroBop 3a noArr3n6rHeHr4e,

Koraro e o6qeur n 3atBJIeHIleTo cI{ 3a yrracrr4e noJr3BaHero Ha [oII.i3rr:bJrI{I.ITen. B cpox 4o 3

AHI4 OT CKIIOqBaHeTO Ha AO|OBOp 3a IIOnu3IIl,J'tHeHVe V,nV HA AOIBJrr{UTeJIHO Cnopa3yMeFrr4e

3a 3aMflHa Ha IIOCOqeH B 3atBJIelII4eTO fiOAI43IISJ'IHI4T0J'I I43II6JIHI4T0JI[T I43npaUIa I(OnI4e Ha

AO|OBOpa r.iJrr4 Ha AOn6JTHT4TeIHOTO CnOpa3yMeHr.re Ha Bb3JtOr{r.iTerr 3aeAHO C AOXa3aTeJlCTBa,
qe ca r{3[6JrHeHri ycnoBr.iflTa no qn. 66, an.2 LI 11 or 3On.

/1\ fr^ -,,--- --,,,.\.4J r ruAl,1rrrirJrHr.l leIUTe HqMaT npaBo Aa IIpeB:L3JIaraT e.4Ha IIjIII noBeqe OT

AeIIHOCTI4Te, I{OIITO Ca BKn}OqeHI4 B I1peAMeTa rIa AO|OBOpa 3a flOALI3n6JIHe[rl4e.
(3) He:alucnuo or B63Mo)nuocrra Aa ce rz3rroJr3Bar no,ult3rrr'nr]ureJrlr,

orfoBopHocrra 3a It3n6JIHeHr4e Ha aoroBopa 3a o6 lecrBeHa nop6qKa e Ha npoAaBarla.
(4) Kynynaurr urMa aa u3B:bprnBa aupeKrHI-r pa3rIJIalqaHr.rr c rroAu3rrlbJrHr4 reJrHTe

9ren 9. llpo4anaur,r e AJr6)KeH 71a AocraBs croKu, Kor4ro orfoBaprr Ha

I43I-IcKBaHIIqra, nocoqeHlt B TexHLIqec(r4Te cneIII4 QLIKaIII4T4 or AoKyMeHTa{uqra 3a

o6[]ecrBeHa nop6qKa.
rlneu 10. flpoganau:sr B cpor{a Ha aoroBopa e AJr6)r(eH aa r.rMa pa3perneHr4e rrJrr.{

yAocroBepeHr.ie 3a rr,proBr'rr Ha eapo c Merliqr.iHcKrr vsIeJr]dt, 
'.r3aaaeHo 

or Zgn:s,rnure,rnuq
IripeKrop Ha UAII no pela Ha 3MI4.

rfuen 1 1. flpoganavr,r B cpo(a Ha AofoBopa e An6)r(eH Ea rrpuLnara rr noAlrbplr(a
cr4creMa 3a ynpaBneHr{e Ha KaqecrBoro EN ISO 9007 r'tlvtm EN ISO 134851\3488, uluttr
eKBI.{Ba"IIeHTHa, c o6xBar B o6nacrra Ha npon3BollcrB o'to t4ltn rr,pfoBr4rra c MeAr.{rII4 HoKI.I

143.[eII4t.
rlnen 12. Ilpo4anaurr e AJrb)r{eH Aa u34a1e e cpor cfar<rypa 3a AocraBeHrzre

cToKI.l.

NPABA I{ 3AAbNXEIII4' I-IA KYIIYBALIA
{neu 13.(1) Kyrynaur,r r4Ma npaBo Aa npoBep{Ba KonrrrecrBoro Ha BcrrKa

oTAenHa aocTaBKa, KaTo npu ycTaHoBrBaHe Ha HecboTBeTcTBrie e aJr6)xeH aa yBeAoMrr

[poAaBaqa B cpoK or 24 \aca.
(2) npz ycraHoBrBaxe Ha HeclorBercrBrre B KaqecrBoro Ha AocraBeHrrre croKr.r

KynyBaq6T e IJr6)r(eH aa yBeAoMr.r npoaaBalra B cpoK oT 24 rraca.

(3) Hec:so'rne'rcrBr4ero Ha r(oJrnrrecrBoro H KaqecrBoro ce ycraHoBrBa c
IIpoToKon, cTrcTaBeH oT KoMucr4r, 9:r,cTaBeHa oT Ajl6xHocTHIlTe JII-tua Ha KynyBarla.

(4) B clyuafi, qe flpoAaBaqtr B cpox Ao 24 'taca cneA yBeAoMrBanero no arr. I
ocfiopll nI4cMeHo I{e9T'orBeTcrBueTo Ha r(aqecrBoro, Toii Mo}I(e Ea r4cKa npoBepKaTa My 01'

yn:rlJrHoMorleHa ra6opaTopr4s, qpe3 83eMaHe Ha KoHTponHr{ o6pa3ur.i (vocrpfi) or AocraBKara
14 cpaBHrBaHgTo uM c rrpeAcraBenure o6pa:qu (vocrpn) npn yqacrr.rero n o6rqecreenaTa
IIoplbqKa.

9:reu 14. I{ynyea'r:rr e aJr6x(eH na 3alJrarr.r yroBopeHara rleHa B pa3Mepa, no
HaqI.lHa H B CpOKa, Onpe,4eJreFrtl B Hacro'rulHq AofoBop.

HEYCTOI4KI4
9ren 15.(1) flpu ra6asa r{a AocraBKa or crpaHa Ha pol(aBaqa c noeeqe or 24

(Asa4ecer u uerr.rpu) qaca, KyrlyBair:sr r{Ma npaBo Aa fioJyqa neycrofina e pa:lrep na 0.1

(Hyla qrno, e4ua 4ecera) Ha cro or croiluocrra ua sa6aseHara aocraBKa 3a BceKri 24 \aca
sa6asa.

Q) npu ycraHoBsBaHe Ha HecborBercrBr.re B KoruqecrBoro, npoAaBaqtT e

An6)r(eH Aa AOCTaBT4 nrrncBauloro KoJIltqecTBo [pr] cJreABarrlara aocraBKa, a [pr4 nor.lcr{BaHe
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or crpana Ha KynyBaqa B cpoK or 24 qaca. flpu neli:luHeHue Ha roBa 3ag6Jtlr(eHr4e
KylyBarrtT r4Ma npaBo Aa rtonyqi{ Heycrofirca B pa3Mep ua 5 (ler) Ha cro or croiinocrra sa
Jrr4ncBauloTo KoJruqe{lTBo.

(3) npu ycraloBqBaHe Ha HecborBerc'rBr4e B (aqecrBoro, npoAaBaqbr e AltxeH
Aa .4OCTaBII CTOKT4 C yfOBOpeHOTO KaqeCTBO npu CneABarrIaTa AOCTaBT(a, a npv fiot{cKBaHe oT
crpaHa Ha KynyBaqa B cpoK or 24 'raca. flpra ueu:nr,lueHlre Ha roBa 3an6Jr)fieHr.ie xynyBarrt,r
r4Ma npaBo ,qa [onyqfi ueycroiina B pa3Mep ua 5 (ner) ]ra cro or croiinocrra ua
HeKaqecTBeHaTa AocTaBKa.

(4) B clyuaure ro aJrr.rHerr 2 u 3, ar<o npoAaBalr6r He AocraBri noroBopeHoro,
KylyBar{tT rrMa [paBo ,4a saKyrrir neo6xo4unaure My croKli or Apyr AocraBqr{K, Karo
pa3nl.iKaTa Mex.qy IIe[IaTa rro AofoBopa u ,qeficTBl4TerHo 3aflrareHara qeHa e 3a cMerl(a Ea
lpoAaBaqa.

tlreH 16.(1) flpu orxa: Ha [poAaBaqa Aa I(ocraBlt 3aflBeHvre My croKr.r unr4 rrpu
:a6aea noeeqe or 48 (uerzpuAecer u ocel,r) uaca, KyryBaqbr HMa npaBo Aa 3ar(ylti
Heo6xoglrirarEre My cror{rr or Apyr AocraBqr.rK.

(2) B criyualire o peAxogHara aJrr4Her pa3nur(ara MexAy rieHara no AofoBopa H

AelrcTBr.rTeIHo 3aIrJIaTeHaTa qeHa e 3a cMeTKa Ha npoAaBaqa.
H:ieH 17. Kynynau:sr uMa rrpaBo Aa r4cr(a o6e:rqe'renne B rrr,,reH pa3Mep Ha

BpeAlrre, Kor4To e npertprltJI B pe3ynrar na ga6aseuara u/uru nexaqecrBeHara AocraBKa.
9les 18. flpll :a6aaa Ha rrJraulane or crpaHa Ha Ky[yBaqa, rocneAHr.t{T l(6Jr}nr.t

Ha flpoAaBar{a Heycroz Ka, B pa3Mep Ha 3aKoHHara Jrr.rxBa.

Hres 19. Heycroftxare, o6e:ulereullsra H r1euoBr4re pa3Jrr-iKu no q:r. 16, alr. 2
uorar ga 6rgar yA6plr(aHr4 or BcgKo a6JIlIc4Mo Ha [poAaBaqa [.J]axIaHe.

IIPEKPAT'BAHE HA NOIOBOPA
r{.neu 20. loroeoprr ce npeKpar.sBa
L c rz:ruqaHe Ha cpoKa, ga rofiro e cKJtroqeH, ocBeH B cJyqaure no ul. 2, N:p.

BTOpO.

2. npu clrcreuuo Her43rrlr,JrHenr4e Ha AocraBKl.ire tIo Konr4qecrBo ulunu KaqecrBo
or crpaHa Ha [poAaBarra. flo4 cracrer,ruo Her43rlbJrHeHr.re ce pa:6upa ra(oBa, r{3B6prrreHu aBa
IZ,'II4 noBeqe I1bTX B paMKr,rTe Ha e,4I4H l{aneHAapeH MeCeU, HJILi r]OBer{e OT TpI4 n6Tr.1 B paM(r4Te
Ha cpoKa Ha aofoBopa;

? nnu nrcnoooupr .-ro Ha ycJIoBIu 3a aocTaBKa Ha cToKIjTe, npeAMeT Ha lofoBopa
cJrea npoBexlaHeTo Ha ueHTpanli3lzpaHn eneKTpoHHr4 Tf)pfoBe.

4. r cryvaii, .{e 6T,Ae npoMeHeHa HopMaruBHara ypeA6a, B pe3ynrar Ha Koero
oTnaAHe lreo6xoAsMocTTa oT AocTaBKaTa Ha cToKIlTe, KoLITo ca npeAMeT Ha IofoBopa;

5. npu Heur,svo)KHocr Aa ce ocurypr4 tfuuaucupaHe 3a lt3rrrJrFreHrrero Ha

IIOpbqKaTa IIO I]pUqI.iHI.i, KOVTO (ynyBarrT,T He e MOrbJr Aa npeABI{AIi.

NPYfI4 YCJIOBI4'
9:reH 21. Crpauure no AoroBopa He Morar Aa ro r.r3MeHrr, ocBeH B cnyqar4're,

npeaBrrAeHr.r s .rr. 116 or 3ofl.
{rre:l. 22, Crpauure rro aoroBopa u1e perraBar B63r.u4 KHaJrrare rro rr3ntJrueuuero

cnopoBe rro B3arrMHo c6rracr4e, a aKo roBa e HeBT,3Molr(Ho, no peAa ua ffll{ npe.q poAoBo
KoMrereHrHl:r.sr c:bA B rp..{o6puu, ocBeH B cJryqaftTe. Koraro npereHquqra e flpeArBer]a no
peAa Ha 3anoBeaHoTo tlpor-i3BollcTBo.

9res 23. 3a scuq(u HeypeAeHH no Hacrorrlrlr AoroBop Blnpocu rrle ce fip]inarar
pa,:nope46uT'e sa 3OII, IfI3On, 33.{ u T3.
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l{reu 24.(1) 3a nalu4ull aapecr.r 3a flprreMaue ua cto6rqeuu.r, cB6p3aHr4 c
HacTo{III4t AOtOBOp Ce CMtTaT aIpeCUTe, IIOCOLIeHLI B HarranOTO Ha AOfOBOpa.

(2) llpu npoMrHa r{a AaHHr4Te no [peAxoAHara arvHefl, c:borBerHara crpala e

AIbXHa Aa yBeAOMr.i ApyraTa B Tpn.4HeBeH CpoK or rrpoMflHara.

flpz crcraune Ha Hacrosulr4rrr AoroBop ce npeAcraBl4xa or r.r3[6rHurers
cnelHr{Te IonyMeHTI4 3a aoKa3BaHe JII{nCaTa Ha OCHOBaHI,It 3a OTCTpaI-IqBalte:

- sa o6crosrercrBara rro utr. 54, at. 1, r. 1 or 3Of] - cnu,4erercrBo 3a ctArlMocr;
- :la o6cro.{rercrBoro rro ,1r. 54, aur. 1, r. 3 or 3OII - yaocroBepeHr4e or opragr.rre

no fipuxoAlrre I.i yr]ocroBepenue oT o6llunara no ceAalr4xrero Ha Bt3JloxoireJrfl LI Ha

KAHAUAATa VnE yrraoTr'rV Ka;
- ga o6ctogrercrBoro rro '1r. 54, a';t. 1, r. 6 - yAocroBepeHr.ie or opraHuTe Ha

I4snr,rnuremra afeHur4r "frasua liHcrexrrr4r no rpyrarr;
- pa3perxeHue 3a raproBr4r Ha eapo c Me.4vrlr4ncKr4 v34envt1 r43AaAeHo or tr4AJI

r.rJrn apyf aoKyMeHT, y.4ocToBeprBaul npaBoro Ha yqacTHrlKa Aa rbpfyBa c MeI(urIr4HcKr.r

\B)7envfi,It3Aa,IIeH OT XOMrreTeHTer{ OpfaH Ha C6OTBeTHaTa AI)p)(aBa;
- cepru$arar 3a npr4naraFre Lr noAAbpxaHe Ha crzcreMa 3a ynpaBnenr4e r{a

KaqecrBoro EN ISO 9001 ulutu EN ISO 13485/13488 ultgtu ersusar'enrHa, c o6xsar n
o6lacrra na [por]3BoAcrBoro u/u:ru rtprou.Ixra c MealiqItHcKLr 31enur,

flpr.r:roxreH.ru K6M AoroBopa:
l. Tex u n qecra cneur{urrattul
2. TexHz.recKo rIpeAJro)KeHIie 3a Ir3trtJIHeHI.ie Ha nop:bqKara;
3. I-{euono npelno}r(eHlre.

Hacroxrqum .qoroBop ce c6craBr4 n rpu e4Hoo6pa3Ha eK3eMrrJrrrpa! err.iH 3a
ItpoaaBaqa r.r llBa 3a KynyBaqa.

IPOIABA{: KVIIVBA9:


