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MH O|OIIPOQI4N I,IA ]]OATI 14 I IA 3A AKTI4BI-IO nliril,ltII4F: - /[OFi)t4rt" A/l
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CI'AbPlKAflHIt

rla AoKyMerrTArurflTa 3a yqacTrre B fipouellyp:l ]a Bb'J.rrat'iutc

IIa o6tqccrBetIa nopr,rtKil, c't,["[acuo q!'r. 31, aLt. I or ]OII

l. Peueune 3a olKpHBaHc na Irpor(e.Ilypa'la Bb'l,ralane ria o6utecrscrra rrollr,rrr(a
B OTIeJreFr Cpafr.n.

2. O6serrer{ne. c Koe'fo ce onoBecrJ{Ba orKpl,nlaHelo rra upoueilypara B or,rlcjre rr

t}lafi:r.

3. TexHll.{ecKH crreuH(furallnu
4. Vxa:aHnq 3a noAr-o'roBKa na o{rep'rara.
5. Ilpoexr Ha r1oloBop.
6. Ilpu:roxenne Nq I "Ctu.tct,tt na ,ra6opaloprrHfc Korrc)'Ma'fr4nr.l. pcaKlHBr.r ll

'l'ecroBe 3a o'fAcJteH14e "l(JIuHtzqtta vnrpo6no:roluq": IIpn-lotncuue N" ? "(lrrLrcL,lr rra

la6opa'ropHure KoHcyMa-n4BH, peaKTHBr{ H Tecronc 'tLt o r,,lcJrerrHc "'['parrc(rvrHOnria
xeMaroJlorvfl." v flpu,rtoxeuue Nl 3 "CnHctrc Ha -ua6oparopullre r(orrcyMa'l t4sH. pL.aK'l'tlBu H

'rec'foBe 3a orAeJreilne "KJIuHhtilra ilaroJrofHq" - B o'flleJrerr (bali.rr (rclprva'l excel.
7. O6pa:un Ha lloKyMeH-r'r.r - B orlelterr tpair:r:
7.1. flpu.lro)I(euHe Nq 4 - ']a,rlbJrlr{H'fe.,rerr clSpagerl: 

-[ 
cxrru.rccKO trpcJIJl())r(crprc:

7.2. flpu,rox<enue Ng 5 :aArJI)r(HT'crcH o6pa'rclt: l(clrgno lper'ljro)KcsHc"
cbllbp)r(aqo flpeAnor(errhero Ha yqacrHr.jKa of]rociio r(ena'ril';a lrpujlo6usarre.

7.3. flpralo)Kenue Ne 6 - 3a4bJl)r(Hl'creu o6parcrl: /{ex:raparlnrr rro .r:r. ,59. a.Lr. l. r.
3 or 3arcoHa 3a MepKr4Te cpeuy H3rnrpaHe r{a rrapu

8. C'lalrlapren cl6pa3eu Ha eAHlIHnt cnpouciie rcH .'l()r(yr\rcrrl ra o6rrtcc fRCnrl
nopbrrKr.r (Etl/lofl) B eleK'rpoueH o6pa:er1.



'MHOIOIIPOOI4AIIA BOAHI4UA 3A AKTI4RIIO Aliqf]lli4Fl - llotiPl,lq' A/l
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TEXIIHTIIICKI4 CII Et U4(I)r,r KAr [H H

l. H'.ntcxnallus Kt)M AocraBgnn're u3Ae!'rug uo rtcilrtKn o6oco6euu uolutlnn:
1.1. ,II.a ca IrpoH3BeAcIrH or Ilpor]3BoAlli'eJr. r(oiir() lrpHJrara x nolllprp)r(a cncre\,til

3a ynpaBnel{I4e Ha KaqecrBoro ISO 9001:2015 ulunu cucrerva 3a yupiulJrcuHe tra KartccfBot'r)
Ha MeAHIIHHCKI4Te h3AerHq ISO 13485:2016 uluttu eKBr4Barrctil Ha.

1.2. Aa c'bo'rBercrBar IIa H3HcKBaHHrla rril l[npcrcrnna rra I:uporrcr..icnr.ur
napjlaMeHr H Cr'eera Ha Enpona L)8179 [iC] ra MeJtHrlHricKH'rc cpc,,tcru.r 3Lr,rlHalrroc'r'Hria
(rvD).

1.3.1{aorroBaptr lra H3HcKBarrHrra Ha LrJl.82. a:r. I o'r 3Mh- Ka'r'o HMar:
- HaHeceHa "CE," vapKLlpoBKa B c'bo'mercrnr.re c H'lncKItarrHflTa rra q;r. l5 or'3MH:
- HaHecell napr-u.,1cu/ccpHr-lr HOMep BT,pxy onar(oBKr.1Te" r(o|ato e IrpHJro)rfl4N,to:
- IIaHeceH HAcllrl.iq)hKatlljoHeH IroMcp tta Ho'rH(rur\Hpi-lilHr ()p|air rro rr,'r.61. iur. -l

or 3MI4. Kofaro rpotteAypure, orpeAellerru B nape;16u'rc uo Lr.rr. l8 o'r:lMI,{. H'}trcKrtar'
HaHactHeTo My;

- HaHeceHH Hal4MerIoBaltHe H alpec I{a yrrpaBircrrL{e Ira rrpoH'lBo.ttH'r'c,ur r.r/l.r.jltr

yrrbnHoMouleIrhs rrpeAcTaBuTeJt h IlrrocHTeJrfl ;

- hHcrpyKUvrfl,'ta Vtto't'pc6a" c H3Kr'iloLIeHHc rra H3ltc,rrHr'fil. la KoH'r'o t'oBil rru^ c
[peABL{AeIIo B 3aKoHa. B c,ryuaHTe. Ko|aro r]HcrpyKrlHure 3a vUO|pc6a ca rra q}'}r(.{ elHK.
cbulnre rpr6na Aa ce rzMar npeBoll ua 6t,rrapcKH e'lHr(.

1.4. fla r.IMa'r cpoK ]ra I'oArrocr Kt,N,t MoN{eHl'a ua,rlocraBKa,fa He lro-i\lrutbr< o'r 60 9ro

(urecr.qecer rrpoueH'ra) or o6rrtHq cpoK Ha roAHoct'.

2. Hrucnnallrrfl Kt,i\r o'rAcJlltrrre uomcnn"rrATypu uo o6oco6cu:t nolulrrs i\! 2:
{ocranxa }IA Lra6oparopnu Koucyr}rilrHBrr, peilKTur]u u 'r'cc ror]c Ja o'r ilcircnuc
" Tparrc$y:][roHua xeNtaroJrol-rr rr " :

2.1. flo IIoNtenK,'IaT')'pH N!'44 "ll'spnlt KONrrrjrcr('r \lorror(jrolri-r-rrrLr'fccfonc" lr N,-15
"Btoptr KoN{II"qeKT NtoIIoK,rtoHa-IIlt! fec'foBe" :

Moltox,rioua-runtlc'fecroBc Iro Ho\reuK.rra'f\pa Nr -l-l (rtL,pl;l.r xorrrr.lcrir)u'l'c'lr or
HoNtcllKJar)'pa Ns 45 (nropn roltn,rext) lpr6ea ilil cn ()T'pill.rHrrrrri rrpou:rn().'tHlejrLr.']Atr(()ro
lIbpBHtT KONITUIeKT IIle'Ce rI3IIO-rl']Bil KaTo ocrroBcrr. a BroprrrI KaTo KorIr'p()Jtcrr.

I3 c,u1'uaii. qe )'qacrrtHLll'r'r'c. K,'IacnpauH I{a nr,llno \rrrcro rro.:{nc're r()j\rurK,rar\lln
ca HalIpaBH,rIIl IIpeilJtOlKetIUe'ta IOC',t'i"lBKa oT c,,luil I.r cl,rrl ill)()tr'lBo.'(rr.tc.'t. rro rro\teHKiral\pir
Nu 45 3a H3nb.tHlJTer ule 5's.rte onpcilc-ireri )'rrac'rrrHribl'. ri,'racHparr rra nfopo. 'r'pc'r o r.r,rlr

c.lleiIBaulo rl.gcro. t<oiiro r- HatlpaBH.rl Itpc-.uoitietIHc 3a.'loc't:lBKll ol'rrpoH3r]o.rltlteit. llaJ-lrirrcil
or lo3H fro HoNreHKirarypa N9 4r+.

2.2.11o IloNIeIrK.rIa'r')pH N, -16 "Kolrn,reK'r'oT'fccronc cpl.rrp()[Hrrr" u Nq -17 "'[ ccr
epH'fpouHrH O (l+ll+lll)- ta Kourpo.rr rra ('oonrbs":

'l'ecloscre no no\rculi-rril'l \pr.r Nc 46 H -17 rpr6na,.ti.l cil cr,B\rec'r'r.r\n.r. lrponlflc.:lcrnl
().r ejlHH rrpoH3BoIHTe,:t.

B c,rYqatr. qe )qac'frrHItr{Tc. I(.tacHparHu Ira u'r)pri() \rtcro lr()..rRclc lo\rcuKira'r'\pr.l
Ca HallpaBH,'l11 IIpe.I,lOXellUe 3a lOCt'aBKa O'r pa3JIHtlllrt llpOl.lSBo. ll.llC-rltl. Ilo IIO\'tcllli.Ltarl'pa,lV,t
47 3a h3nbJIHH fcJI ure 6r;1c oupe.leircu !'rracrlrHK'b'r. K-rilcHparr rra n'r'opo" rilc lo u-nr
c.rlejlBauo N{qcro. rcol1ro e HaltpulBlt,rt npcil"rroiKeHHc }i.t .-locl'allKa or ci,rIur ilpoH']]Jo,:ut'r'c].
xol.iro e no HoN{enKitarvDa N9 46.



' MHOIOilPOAI4AFIA I]OAFI 14 UA 34 AKTI4BI]O AITqNIII4E - l[oBPr4rt A/l
I 0-58(nX)488 ()aFic 058i60(),11,1 [J 0-nriirl oLrlh rr,bcrgorr nel

3. tr'I:ncxnattun Kbrvr or/lcJruure noMcnK.iraryprl uo o6oco6cu:t rto]trtutrr l\q J:
f(ocr:rnrca Itit ,ra6oparoprlrr KoucyMal'uBu, pcilr{r'urrr u r'oc r'orc t?r o.r'lle.:tcrtlrc
tt Kfl liltu.IHa Iraro!'Iof nfl rt 

:

3, I . Ilo H0N{enKJta'rypa Na 71 "Ouselure:rHH ce'foBc":
Ilpe4rat'aHurc H:rreJIHq rro noMcliKrarvpa Nr 7l lplOna ila cc,rtocTaBtn It c,rtltl

HJ'lH rloBeLIe ottaKoBKl.t. .tHii.ro o6ul gfeu ge trpeBHgrlsl c rrO3crtc o.r' 25 o/ o6crra rra
npeA[oqLITaHara oIlaKoBKa, nocorreHa B KoJroHa 3.2 tta IIpu:ro;rcrrHe N 3 "C'1Hc'r,K tra
na6oparopHhre KoHcyMarr4BH. peaKTI4BH r.r rccroBe 'lzr orilcjrcHHe "Kjrr.rrrHLrrra rrat.oJror.Hg".
Hatpnvep: flo nolnolleHKnarypa 7l.l rrpe4noqr4l'aHa'ra onaKOBKzt c 250 vtr. /{orrl,crHNIo c
npeAno)I(eHI,Ie 3a locraBKa sa 2 onaxoBKn no 150 pr:r.. KOH'l'o Hl,ra'r o6rI o6enr 300 Nt-rr.. r.e .

rroA AonycruMure 3 12.5 u,r.



uu_qlq4lqq44lIA BoAHr4rIA 3A AKTr4BHo AtiqEril4ri.- /loBpr4rr" A/lt-----
I /l()Dl'Htl 9l(X) flll r'.q "llarraiior Xrrr0rr" 24 @ 0-5li/6(X)4lilt (l)aKe 051ti600,+1.1 EJ c ntirrl Oblbrr.bcrp.oil ncl

YKA3ATII4fl 3A TIOA|OTOBKA TIA OOIIPTA'I'A

l. flotroroBKa rra o$eprara:
I . L flpu noAroroBKara Ha oq)ep'l'H re yqacl nHrlHl c ca ,l,rrblKrJH ,{a cna3Ba r

H3IjcKBaHHtra Ha Bb3jlo)Ku'fe.rrr. O(bep-rara cJte.)tBa Aa ot t'oBltp'I Ira u'lHcl(BaHh' r'zl. Ilocor{ctil.t
B pcueHl{eTo. 06gBneHuero H i(oKvMeHTauuqTa'lil vrrAc'l'fic n nporte,rl\para H,:lil 6.r,.,(c

otfopueua no npHJtolr{eHHTe K'bNt j(oKyMerr'faltHrla oOpa'luH. r(ol.aro t.oBa cc td'lHcKga.
Orroeopttocrra 3a frpaBHJIHoro Bblnpr4eMarre Ha .rloKyMCrn-ilrlhs.rar .]a vqacr.14L' cc uocn
eAHHCTBeHO OT yqaCTHlillnTe.

L2. Orpep'rutre ce I,r3r-orBtr Ha 6bJrrapcro.r c3Hrr. /lorcy'r,rcn'rr,t. Kor4r'o ca lra q\,)r(.rt

e3r.rK ce npeAcraBq'f h B npeBo,l rra 6rJr|apcKH.
1.3. !o n3TuqaHe'ro Ha cpoKa'ra nonaBarre ua o(leprn'l'c. r:tccKr.r yrracrrrHr( N,ro)r{c

na rrpoMeHu, Aa Aorr:brrlrr vJtv /la orrerurr{ otpeprara cu.
1.4. flpe4crauHcro ua o{epra 3alu,jr)r(aua )rrac'rrrhKa

BCHtlKh H3HCKRaHHt H yCJIOBht. IIOCOLICHU ti pCtUeHHCrtr. otlts-lcltnctr)
yqacTHe B npoqeAypa'fa.

1.5. Bceru yqacrrrnK B npoueAyparaHMa rrpano J(a npe/tc.r.aBh caMo e;1na r.r(repra.
1.6. Ilzue. Koero yLlaclBa e o6e4HueHue nJtv c ,rlruro cbrracHe j(a 6r,ltc

noAH3nbnHHTeJI Ha Apyt' yLIacrHHK, ne Mo)r(e Aa noAaua caMOc't'orre,rura o(l)cpra.
1.7. B rtpotlerypa 3a l]b3,'Iarage na o6rrlecreena rropr,rrKa e,'trro (l)nrnLrecKo Hjrrl

Iopl.rAr.rlrecKo Jntlle MolKe Aa yqac'fBa caMo B eAuo o6eiluHeHHc.
L8. CespraHu J.IHIa ue Mofar,la 6r/la'r caMocfoflTC"rrrrH y,tlilg.fnHrlH B c,rlHa H

cbula npoueAypa. ilo4 "cnr,p3anH JIht(a" c,.rei(Ba.rla cc uMa trpc,r(n,H.rt oltpe,)teJtegHct.o rro r\ r.
r. -15 or l{P rra jOll.

1.9. YuacruHqHrc Nlolil'r;ta ce rro'loBal na KatrartH.r.cla rril rpelr.r,rurla.
He3aBHCHNIO OT ilpaBHaTa Bpb:lKa Nrer(I)'1''X. I]O O'iltOrrreHHe rra KpH'rcp]il.]'r'c. cubp,lailt4 c
uKoHoMhqecKoro H dlnttaHcoBO I'o c'bc'fotHHe. fcxilHrtcct(I,t'r'c cttctc06rr0c't'l.t tI
npoQecnoHanHara KoN{Ilereu'r'rrocl-. 3a'lpernre Jruua ce rrpH,rrara q:r. 65 or 30ll.

I .10. YqacrHHuHTc nocoqBaf e otf ep'r'ala crr rlo.rlr.r'lrri)-rrur.r'fc.rur lc r.r jlc,ra () l

rlopbqKara. rcofiro ulc Hl,r g'b3Jroiria'f. aKo Bb'lrri.lNtcpruit r jla u3rro,rr3gil'r .far(fnlil. la
noAH3rbtrHr.rreJrr.rre ce rrpHnara .r,1. 66 or 3OI I.

He:aeHctJt\'to or BT,3ItoriHoc l-fa ra H3no-l3naHe IIa Iro-ln JIri,-'urfr Ic-llr
o'rfoBopHoc'ma 3a u3nb,'lIIeHI'le Ila.iloI'oBopa'la tr6illectBL'illt lr()llt,rtKa c Ila H'1il't,-ilttITc"tfl.

Br'::tolKttre-r.q f trt\ra ,rlil lI lBr,purBa . rlrpe KTnn pil']u. ranlarrnl e

llo.'tH llil,.t H HTC. IHTC

1.1L Vqac'tttHIlut-c \roli.ir .la IIoco(rBar n tlrlrc;l'r'rJrc clr nrrtlloprrarplq. riour()
C\tsTal 3a rcoutltH-lcutlHit-tfta BbB Itpt) lKil c rrA-Irrrr].tc't o rlii 'I-l,pr-()r]CKii laiilra. Kor a ro
VqacrHHUul'e ca ce IIo3oBa-rlIl tta rtott(ru-tcHllHiL-'ilrr)c'r. c'r,o'rrJel rra la ulrrllopt\{illlHr rrc cc
pa3KpHBa oT ll'b3jl())KHI'c"rlt. YqaclttHtiufe lrc Nrofa'r jla cc rro3OBaRal rra rcclHrl)ll,'1criltHa,'rrr()ct
fro orHo[IeHHe Ha npe.qno)ienLtrra oT ooep'rn're ilNr. KOn'fo lrojljrcxilf rrr] ortctrKa.

1.12. IlcHqKH .'IoKYNIeHTH ce npe.lclaBrrr B opnlr{rril,rr Lriur KouHr. Jilncpcrul () r

)'qacrHuKa c "Bxplto c opHi'hniLia". /lcx-uapaul.rH'fe lr 6arrxonlli c r-aparllt{r. Kola'f() r'aKnBa cc
IT3HCKBaT. CC ilpe^lcTaBtl' Cit\{O B OpHr'}lHail.

1.13, Jluuala \rola'r .-la noHcKar rrHc\rcrro or nr,'
pettreHlrero. oOss,retruero r{ .'toK} }rerrrilllnn r.r ra oOrrtcc rBcrrA la
H3'r'HLraHe FIa cpoKa 3a IloJtyqaBaHc lra orpe pru rc. A l(olal'o

I(a Ilpllcr\rc IIotrl,,rltIo
h,rloKyMclllattHH'fa ja

Ijl()irfll't e.rt pa JrrcHeill.tt U()

rr()pT,rtKa ,to 10 :trut rrpc. ln
clloK'br e c'bKpa|crr trprl



"MHOfOtrPOOr4n IIA BOAH14IIA 3A AKTHBI{O AIr}IEIIIAE - llORPI4tl' All
I 058(n)04lJti (l)ilNc 05tt/60(illr+ F c rnarl obiit,rr bcrg0rr nel

I{eo6xoAnMocr ot'cne[IHo Bb3Jlat'aue - xoT rHn. []'s:tro]trn'tcjllt-Ilpcrr(oc'fant piltflcncghqra B

4-gHeeett cpoK o't rroJlytlaBanc Ha HcKarre'l'o. Ho uc llo-r{bcrro or'(r;(trn npc4tl cpot(i-l Ja

flonyqaBaHe Ha oQeprLr) a Kofa'ro cpoKb'l' e cr,Kparcu lropaltu *tat,5,111,r{HMoc'r' o'l cuelrrJ()
Bb3raraHe - Ao 4 IHH rrpeAH 'fo3H cpoK. B pa:lcHeHr.{qTa rrc ce [ocorrBa rHrlero. rra[paBuxo
3a[ilTBaHero. Br':,roxtHTe-[gr He IlpcilocraBr pa3tcilcI{t{t" aKo Hct(aHcio c Itoc.t-bltHJto cJIe-(
cpoKa no LI3peqeHI4e IIbpBo. PalqcueHHqra ce npefloc'fauflT rtpc'] nv6-rrHxynarrc rra I'potfru:la
ua KyilyBarla.

2. floAaearre rra o$eprat a:
2.1. !oxymeHTure. cBbp'lanu c yqacrnelo B rrporleAypala. ce lrpeilc'r'aBflT' o'r'

yr{acTrILIKa. IiJI}.i oT ynbJlrioMouleH ol'rrero npe/lc]'aBHTeJl - JrHriltO r.l.jrH Lrpc'l trotr(errcKa HJrr.t

Apyra KypuepcKa ycnyfa c Ilpeilopbqana nparKa c o6pir r rr.r pi-l JrHcKa. rril iulpcca lrA
B'b:1,'rolr(r4Telu: rp. /lo6pnu 9300. y.1. "flasaiiol XHloe" 24.

2.2. {or<yueH'ftlrc ce IrperlcraBtr B 'laneqa'raHa rrerrpo3parrHa onaKOBr(a. nirpxy
KOTTO Ce nOCOqBaT: HaI4Mer{OBaFIHeTo Ha yqacTlrHKa. BKJIKITtH'r'e,rilto yrlac'flrHrlHl c u
o6eAuueHnero, Kofaro e rrpulro)r(hMo: aApec la Kopccflori;rlcrrrtHr. r-c.'rerbcln L{ tto r]r,3N{o)r(uoc.r
- rpaxc u eneKTpoHeH a/lpcc; HauMeuoBaHr.rc'fo rra nopt,rrKat'a. a KOlaro e lpuJro)nnNlo
o6oco6euure no3nur4H r.r uoMeHKJIarypH'fe. 3a KOHlo roraBifr.r(oKyN,rerr'fHTe.

2.3.3a noJlyqeHl4re oQepru tlph r]b3Jro)r(HlcJlr cc no/ln pclr.rcll,p" s r<or,i'1r cc
or6erstsar: noAareJI tta o(tep'r'ara: IroMep. I1a12 14 rrac rra nojryrraBarr13; rrp14Lrnuh.r.c Jil
BpbulaHe rra ocpeprara, Kolaro e rrpr..t,rrolKr{Mo.

2.4. IIpn rtoJIyqaBaHe Ha otlreprrara Bbpxy orraKOBKa'l'a cc or6e.lrr']Bar rropellrrLJe r

HOMep. Aarara H r{acbr Ha noJlyqaBaHe'to. '}a Koel'o ila lrpHtrocHTcJtr ce H'lj(aBa l(oKyMcrr-f.
2.5. He ce IIpHeMal o$eprn, Konro ca IIpeAcraBcnH cJrc/l H3'r'r{LraLtc rra rcpafirr15r

CpOK 3a nonyrlaBaHe Hr'Il{ Ca B He3aIIeqaTaHa OIIaKOBKa Ll.rlH R OIIaKOBKa c HapyuC}la I(ttJlOCI.
2.6. Koraro KbM MoMeHTa Ha H3THqalre rra xpariuHl cpor( 3il lro,rrv,raBarre nA

o0eplu npeA Mtcroro. ollpeileJ'leHo'ia rqxnofo [oXaBane. Bcc otue HN{a rraKarrtu .jruua. te cc
BK.qKlqBar B cnHcbK. xoirlo ce II()AnHcuit or lpcjlcriltlH-fc.'t na llt)3Jto)r(H.fc,[l tl o.t.
IIpucr'c'tBaulHTe JIHI(a. C)(teprH'fe rrit ,rtuqa'ra or crrHcbKA cc 'lilscir(,'lil'r B pcl.r,1c r.t,pa ga
Bb3JtolIiHTelg. []e ce rorryct(a rrpHeN{arrc ua o$cpft{ o'l -rntrla. KoH'fo }rc ca Btr,rtorrcttt,.r rl
cnr{cbKa.

2.1 . B cJryqaure. rioraro o(hepTara ce r.i3rrparrla rro rrorriaril rr,'r14 c KvpHepcria
c,l1'rx6a. )'qacrllHKbr c,rlellBa ;la ocHtvpn rrcirnortr e Boulpc\re rrrr() lrpHCrxrarrc lrpc. llt
h3rHqaHe Ha cpoKa 3a IIoJaBalte tla otpepru. I)ucttt l o'r ra6asa u.'rrr';arr'6niiHe rra orllcprara c
3a )'LIaC'IHHKa.

3. Crlr'pxitrrlre rr:l lAlleqaranll'r:l uenpoipArrua ouiuiorlr:r n yr{ilJ:lurrr r:t
IIOIILJIBaHe IIa /lOK\'lfletl'I.Il'[e B lletl:

3.1. Onuc Ha npencraBerrr{re roK},NierrrH.
3.2. C'rau.qapreH o6penert 3a eruHFrHl eaponcficriH . t()l(\'r\lcu I 3al oOrr(cc r-scrrr.r

nopbr{Ku (EEAOll) 3a yLIacrHHKa. a Kofa'fo e rrpuiro}r(hr\'ro - lil BccKH or'\,rraclrnlrlillc rl
o6eAuueHuero. Koero He e IopHIHqecKo.tuue. la Bcctiu uo.r(ulllr,-'rnt4't cjt H 3il llcqKO jttJttc.
riHHTo pecypcH lue 6T,IaT aHt'a)tittpalilt Ir H3nt)jrr{errHero rra rropt,LrriiuA.

Ha ocuoeaHLle q.'r. (r7. al. .{ ol 3Ol l ['..'Iurr l rur r crtl]r)nclicKrr ;loK\'\lcr1r 'la

o6uec'lseuu ttopI,LrKH (EIrlIOll) ce rrpc.roct'itB;{ r] c-'tctirporrcrr Bn;t lro o6pa:err. \,rBr)p,'tclr c
aKT Ha f:aponeitcxara KONIHct4r.

E,rexrpottuHl IrEi IOII c qac I or' .loK\'\tcn'fallLtr la ta oSirtcc'rrJcra lrop'r,(rrii.t.
tty6ttuxynalla tta tlpct(rn-na Ita r()'nyniltta3a KOI{Kpc'fHala o6rrlcc'rucrril llop},LrKa. Y.lacrru4x.r,r
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| /ttlSpHqg3(Xt !'(rrr."llarrtiior XilroB"l.l @05tj/6(X).188(l)lrc()5ti/600.1 1,1 Fe ntirrl Oblbrrbcrrlorrrrer

nonbrlBa eEEAOn BT'B QopMa'r *xtnl, Lrpe3 hrrQopMar(Horrrrala cncreMa 3a cEIr/[OII rra
aApcc https://cc.europa.eui tools/espd.

Bt:,roxureJ'Itr H3rlcKBa yqacruHIIHTe /(a npei(ocranflL trlr/lOfl B cJrt;r(r'poucrr

$oplular'. KoilTo He no3BoJIqBa pe]laKrnpaHero Ha rleroBoro cr.rtl,pxarruc (l'pdf). /lorcyrlcrrr.r,'r
Tpq6Ba Aa 6:bAe Ilo/lnHcau c eJreKTpotrelr lrojlnHc or Ju4rlero. r(oct'o c'laJ.'t,Jrit(euo;rla lto,rlnt{IIIc
EE/lOll. ElexrpoHHo IIollnlzcaHHtr loKyMeu'r. 'rarrHcaH uLr orln4Lrelr rrocr.{'l'eJr (ClD. DVI).
cpraur naMer) ce ilocraBrr B orraKoBKa'r'a c odleplala.

Iloapo6uo 3a ellB/lon yqacrHHLIH're Mola'r' ,rla cc 3arro3rran ol Meroilr.rrrecKnle
yKa3aHr4r Ha eneKrpoHHara crpaHr{rla Ha AOII.

Ilpr.r nogroroBr(a'ra ua Irlr/lOI1 cJreABa Aa ce HMa rrpe.rtrlt{.rl cjrc/lrrolo:
3 .2.1 . upe: EEAOn yqacrHHK'b'r AeKnapHpa -rrH rrca'r'a rra ouroBauHrla 3il

o'rcTpaH[BaHe I.1 cborBerc'rBHe c KpHrephhre:a noA6op. I] Hcr'o cc ilpc,r(oc'faBr cr,o'tBeTrra'r'il
nuQopruaqnt. H3HcKBar{a or B'b:lJto)r(HTeJrfl,. rr ce trpeAcfar]rn' IarrnH o'fHOctro uy6.truurrurc
peI'HcTpH, B KoLtTo ce cbAbp)Ita HHoopMaLlvfl 3a ,r(eKJrapupaun'r c o6c-r oe'rcJrct'Ba trjtrJ Ja

KoMIIeTeHTHHt opraH. rcoiiro cbluacl{o 3aKoHoAarcJrcrBo'r'o tra c'borBcTHara lbp)r{aBa e

/lnb)I(eH Aa npeAocraul r.rucpopMallHt :]a're3h oocroqTe.rrc'r'ea cIVxc6rro r{a Bb:tJro)r(H'fe-rrr.

3.2.2, B qucnt II. pusdc,'t "A: Ilurfop.vu4uu i(t uKotro.vt,tLtcL'Kuu onepumopt'. B

pa3AeJIa " tr'ldettmurfiuKa4utt " y.Iac'rlTHKT,'f c.leABa ila o rlotsopt{ u cbot'ue1c'f Bhc c
pefucrpalrl4sra cv B lbpfoBcKnJ{ pelucrr,p vJrLl Apyr pelucn,p cr.,o6pa3Ho r{arlhorrairrrol'o cH
3aKOHOAaTeJ'ICTBO.

3.2.3. B qocnt II, pusdet "A; l,lrt(np.vutlun 3u Lrt;ono.vuL!ecKux onepumop".
yqacTlruKbT cJreABa /{a o]'r'oBoprj jliurH yqac'fBa B rrportc,r(! para. 'tacrt(Ho c ,'lp\,r H

HKOHOMr.rqecK14 OrrepaTOpH.

3.2.4. B qucm II, (t.yxctt "A; tr'lttcfiop.tttttlust 'tu Ltt;orto.vuLta('Ktrx oncpunlo1t".
yqacrt{tiKbr c.rteABa Aa nocotrH IIo Kor4 o6oco6crrr.r rro3nr(r.li npcr'(c'faBr oQcp-la.

3.2.5. B Ltacm II, ytusde.'t "R. I,lrtrltop.ttutlt,rx Ju npedc'ntut:utilc.urnc tt(r

ttKoLto.ttuqecKut oncpumop'', y'uactltHxt t cnei (Ba .ila orfoBOpt{ B cbo'r'llcrc'fBfic c
perucrpallnura cr4 B T'bpl'oBct(Hl pcllrcrbp H,rrr4 llpyf pclnc'rcp cr,o6pel'trJo riarluoHaitrol'o cr.r

3aKOHOAaTeJICTBO.

3.2.6. B quc'ti1 II. ptts0c.'t "B; llttrPop.rtutltrst omno('rto t.tino.t36(trtamo tt(t

KanaLlun|emu ttu d1t,1'ztt c'I'5et;nttt ", \'qacrHHKl,T c-reJBa . (il orr ono[)H . ii.r,tH lr(c r{ ]lro-rr3Br.l

KanallHTeTa Ha TpeTll .'lHua no ol'llolueHllc tia F(pHfepr.il.ilc. clll,pliIHfi c HKOIIONILITTCCKOI() tl
(tuHartcoeoro c'bc'r'ottHrre. TexuLIrrecKt.il c cltoco6uoc rlt lt ltl-rotflcct.rolri.l-rrna'r'it Ko\grc-fe1'r lr()c'r .

3a scsxo rpero -rHttc cc npc.lc raBrr o r.tc-rerr trl:/1Ol I.

3.2.7. B quc'm II, putr)a.t "l'; trlttrltolt.tttttltt:t ](t tiot)ttjtlb.trntttt(.ut. Lt ttut)t()
K(tnultllmem ltKOIt0.ttllqeL'Kutlttl onep(tulop !uD1!! ott uJtt() tJt;1t ", ),',,a rflHKr,t' cjtcjlBa .la
oTfoBoph KoH ca ItoIH3nljrHhTe-r[rTe. KoH'fO uie rro,rl3r]a.

3a ecexn ttoAH3nb-r]r{ure.:r ce npcxcranr cll .rtc-rrerr trlrl{Ol l. l]c1,,(u'trr:s,:rrurlcJrhtc
rpr6aa Ja orroBapfll Ha cr,olBclHHfe hipnTepr.rH 3il rrcl;l6op cr,o6palrro t.lt4.:la Lr .rtc_m o.i
liopbqKara. xofiro ue H3ll'bilHtllar. Lt'la rgx jta tte ca IIailHrlc ocHOnattHl'la o'tcltli.lr{rBanc ()'t

npouen)'para.
3.2.8, B quc'ttt III, ltuldc.t ",'1 . ()t'ttor;uuult, L'6bp'Jutnt (.'ttdt;u3utne.tutt tlptt('1,()utl

VqaCTHHKbT IeKnaprlpa Hit.rllItlHefO Hil tl6CttlrlIC-'lCflllttit Ja ()tCrpailflBilttC ()l VrtaCrHC Lr

rpoueAy'pala no q,r.54. a-rl. l.'r. I rr 2 o'r 3OII (oct;rr(alrc'Ja npcc'fr,tr.rcrrurr lro Lr,r. lOlia..r,r.
159a-159r, q,r. 192a. q,r. 209-213. q"tr. 301-307. q"'r. 321 u q-'r. 321a ol IIK u-'ur auer.:ror-HrrrrH r.|

npyra Abp)t(aBa rtreHKa t{,tlh rpera crpaHa). KaKro u npeinpHe'l'trfe \{cpKu la lra,lcx.ttrr()ct'rro
q:r. 56 or 3Ofl. Kora'to e IrpHr'ro)I(HIr,ro. 'I'e:;n ocrroBauHl cs o'rrrrlc g't '.a JrHrrrl'ra. r(o14r'o
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IIpeACTaBngBaT yr{aCTHLIKa, r{JIeHOBel'e Ha ynpaBHTCJlrtH H IIA/tl3opHU Opt-atrfi h 3a ,,lp}t'u "rrrjtla.
KOI'lrO I'IMa.r' nPaBOMOLIIH.q Aa ylrPalrorrrBal' Kou'fpoJt npH l]:lcMatuc'fo na pgutctrHfl or l.c.Jl,l

opfaHl{, Jluqara,3aAbJt)I(cHH /(a AeKllapnpa'r o6crorreJrcfBara no rrJr. 54. aur. l. r. I h 2 ca
nocol{eHl4 B qn.40, aJI.2 o'r nll3otl. I{ora'ro r.t'r..tcKBar{Hrn'a rro rr-1. 54. air. l" r. I H 2 or3OIl
ce orHactr 3a rtoBeqe or enHo Juruc. r]cHrrKr,r nHrla nol{rrHcBar e/tHrr H c'srr1 ['.,E1]Ofl. Kora'r'o e

HaJIHIIeHeo6xoAHMoc'f or3aqHTaHa,rrHriHI{TenailHH t4ItvtlpLt pa'JJIHLIheBo6ct'otreJtcfBa'ra.
cBbp3aH14 c JIHLIHoTo cT:'crotllhe, HHOopMaUHt'ra oTHocHo H3HcKIlatrHtrTa tro .ut. .54. iui. l. r. I

u 2 or 3Ofl ce IIonr,J'rBa g o'rAereH F.EAOII 3a BcrKo jlHtle uJu{ la HrKot4 or Lrnrta.ra. Il
cnyqar.rre. KoraTo ce noAaBa troBerre o't' e/lHH Etl/{ol l. o6Cr.OlTc:rc fRara. cBl,p3aHr.I c
KpHrepuHre ra noA6op. ce c'b/Ibp)I{ar caMo B IlllAOI[. no/Urucarl o'r' Jrhrlc. Koero Mo)ric
caMocrorrerHo ra npeAcraBnrBa c:bot'BcruHr c1'orrarrcrcn ct 6cx r'.

3.2.9. B quc'ttt III, puile.'t "6: Octtocuuult, ('{tbp}utnt (' n.'tuuluttanlo ttu r)uttt tltt tt
coLlua;tttoocLt?ypume.rrtu Guoc't;Lt" y.racl'Hr4K'b'r reKJrapHpa naur14LrHeto rra cl6c'ros'r'e,lclBafa 'Ja

orcrpaHtBaHe or yqacrHe B Irpouerypafa ro q,r.54.2r. l.'r.3 or 3OII.'r'.e. riutrl uN,ril

3aAT,JIXerII4t 3a AaHT,III4 V 3a4bJl)t(I41'eJlH14 OCI4rypH'reJllll{ BItOCK14 IIo CNtHct),rta IIa ql. 162. a,rr.

2.'r. 1or!Ofll{, KaKTo r.i npeArrpuelu're MepKh:la rraAe)r{lruoct'tro.r.l1.56 o'r 3OII. rcor.a'r.o c
rrpunoxuMo.

3.2.10. B qacnt ]ll, pus)e.t "B; Ocuot;urtu:t, L'67tp'Joutl (: uac'b(:ti1otml.e.,rrtoc,n.
tiou(lluxm Ha urmepecu L,t.ttu nltorltac'ttttrt(t.,trto u(tp-l,urcuLtc " y.tac'f tIHI(.t' r. reKJtapupa
Har'II4r{uero na o6croqreJrcrBara 3a o'tctpaHqBaHe o't yqsqtra B rrpottcjlvpa.t et uo q:r. 5zl. aJI" l.
T.4,5,6 er 7 or 3On. OcttoeaHHqra rlo .In. 54.'r. 7 o'l 3Oll ce ol'Hacrrr 3a Jnruara. KOr.J'r'o

[peAcraBntBar yr{acTrluKa, qJleHoBere Ha y[paBHrerHr,r r.r Hrut3opHH opfarrH u 3a llpyl.H Jrutlii.
KOLITO HMaT npaBOMOIttl4t Aa yflpa]r(HqBal'KOHTpOJT rrph B3eMaHe'ro Ha perrreFrHt or.fe3H
opratlH. IIuuara.3aAbJr)r(eHH jla ileK;rapnpar o6crofl're;rc'l'Ba'r'a rro q,r.54. a:t. 1.'1.7 ca
IrocoLIeHI4 s.tr.40. a.u.2 or IllI3OII. Kor-aro H3ucKnarrHrril rro.lr.54.:ur. l. t'.J ot 3Ollcc
orltactr 3a noBeqe or cllHo J,rn[c. BcHrlKr.l -[HrJa rro,rtrutcBlt'l c/lHrr H c.sut l,.l-./lOll. I{oraro c
HanuUe geo6xoAuntocr o'f 3au{H'ra Ha,,rHLrHHTc jlarrHH n.fil.t rrpH pa:l-rrHril.tc s o6crorrreJlc'fBa'ra.
cBT,p3aIII4 c,'IHtluoTo cr,cTotlll.ie. HH$opnaqHt'fa orHoclto t43rJcKBarrHrrra llo q:r. 54, a.L l. r. 7
o'r 3Ofl ce florrr,rrBa r] orAeJerr IIL.AOI] la BcrKO -[Hrlc r4jrH ]a rrrKor.r or JrHr(ala. [J c,rrr,qaurc.
Koraro ce IIoAaBa noBeqe or e.ltuII Irtr/loll. oScrorr circ'ruala. cRt,plilrrH c ripH'rcpHr4't c la
tlorlSop. ce cbJbpxar cal{o e FTEAOI I. ncl,'luucau ol irHrlc. Kocr'o vo)r(c car\roc'for{rc,rrro.la
|IpeifcraBnqBa cbo'rBerHHt cl'otlattcxt.t cr'6exr, Ilo:t "rondt,rHrr rri] H]t'l'cpccu" c,irejlBa.'la ce
pa:6Hpa ottpelexeHuelo. ;Ta,qeuo B r\ 2.t'. ?1 or /ll) ga 3Otl. xolar6 r:ibljro)r(H'lcjrs'r'. 1c;oBlj
c-[\')KHTe-rIH !4:tr1 Hae',fu OT IICfO ,'rrrua rr']r]brr ]rcr oBa fa c'r l)\ Kt'\ pa. ti()r.r'fo ] qac f Ba l lJ

llojlfoToBKaTa H,llt Bbl,:lalalleTcl IIa o6uecI.BL-t{aTit il()pl)rtKi.I H,[l \to|a't';til Itot]-tH"n-Illt
pe3)'xTara or Het. hl\lar HHT!'pec. xoiito \ro)ie Ia llo.lH -llo o6"ra|a rro c\il.lcb-,til rra rt,'t.5-{ or
3axoHa 3a trporllBoileiicreue IIa Kop]'IIqvflTa A 3a o'rrre\rarrc rJa rre3ilKorrrJo rrpu.'ts5r1 g

HN{yUIeCTBO tj 3a XOtirO 6H nrol,ro,'(a ce npHcN,le. qe BJIHtc rra.frrxrra.r.a 6c:lrpr.tcrpactrroc.r il
IIe3aBHcHN{ocr BbB Bpt,3Ka c Bt,'l,itafane'fo na o5ttlecleettat'a nollr,LII(a.

3.2.1 1. B LruL'm lll, ltusdc.'t "l'; ('natlttrfttt,ttttt uutltt()u(r.tnu oL'tt()6(uruu J(t
lt 3 ti. t to Ll 6 u Hg " ) .tacTH HKl, | ..leK,tilpti pil H&1 H r{ue'fo I ti.i :

3.2.11.1. OScros'rc,'rc'tBlu'a 3a orc'rpi.rurBanc r)'r \rraclHC n rrporlc,rt\para rro rr,r.

54. ir,[. l. r. 1 n2 or 3Oll (ocuti;tanc 3a ltpect'1,1-irerryrq rro Lr,'r. 172. q:r. 194-20ti. ,r:r. 2lja-
217.'t:t.219-252 H qr. 253-260 vt q,r. 352-353e or IIK urrH arra-'rollrrrrrH e,,(p\ra llbp;riasir
qJ'leHKa HJIH Tpera c'rpaua). -l'e:lu 

ocHoBaHHt ce orHacflT3a.rHltiiri.r. Koll'fo Ilpc:tc'faB,tr{Bal
vr{acTHHKa. qneHoBeTc Ha VnpaBHTc-rrrrH H Ira.'l'loprrH op|ar[1 H ]i"1 .'lp\r'tr "rHrta. KOt.r't o ]l\li-lr
npaBoN,totuvs xa vnpaxlltBar KotJtpo-r npr.t B3eN{arrclo Ha pcrrrcFnls ot fclr.t opt arr}t. JInrlara.
:JaA'bJTlKeHH Aa AeKnapHpar o6c'rolTe-ilct'Ba'ra IIo ttJt. 54. a",r. l"'r'. I u') ca ilocoricrrLi n.r",r. ,10.
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ail.2 or Ill.l3on. Koraro n3HcKBarlhrra no .rn. 54. ilr. 1. l. I H 2 or 3Oll ce o.rrracflr. la
noBeqc or e/lHo nHrle. BcHrtKtj JlHtlil ilojlrrHcBa.l.clIHtr U c.r,rrr I:lr/{oll. I{or.a.r.() c IlrL,tHrlc
Iteo6xoAnMoc't or 3auIH fa rra rHLruu fc /IarruH Lr)tn upn pa3irHrrrig n o6c'fofl I cJrc'ula't a.

cBbp3aHLr c JIHLIHOTO cbcrotllHe. L{HoopMauHtra orilou{o r.r3ucr{BarrHq'r'a rro rrJr. ,5i+. al. l. '1. I

u 2 o'r 3Ofl ce norbJrBa B o'f/IeJlerr EEAOII :ra BcrKo iulrlc HJlu 'la rrflKou o't Jtnuata. []
cnyqaure, Kol'aro ce rloAaBa noBetle or er'IHH IrBllOl I. cl6c'l'olrcJtc fBara. cBl,p3ilriu c

Kpllrepl4HTe 3a rloA6op, ce cbAt,pxa'r oaMo B EI'./]Oll. rro/UrHcarr or Jrhqe. Koc'ro Mo)t{c
caMocroqrenHo Aa rrpelcraBnrBa cborBerHr4q cronaHcrlr ct 6ex'r.

3.2.11.2" Cw,p:aHoci'c lpyr yqac-ulrJK B Ilpoucitypara rro cMncl,Jril na $ 2"-r.44
o'r lP Ha 3On, Br.'B Bpb3Ka c S l, r. i3 ra 14 or flP ua 3axorra.ta uy6:ru.lr{o'ro rrpeAJrarar{e ria
IICHHI{ KHH}I(A.

3.2.11.3. flpeuxu 3a yqacrne B o6luec'fBeHu ilop'blu(H rro.r:r.3. 1. 8 or 3arcoua'la
HItoHoMHrIecKhre u QllHaHcoBure o'r'lrorrreHHr c llpy)KccrBa|a. pcrHcrpt{paHH r} ropHcjlHKIIHtl
c [pe0epeHuHit!'IeH ilatlbLteH pe)Kr.rM. cBbp:]arrLr re c 'fsx JrHria H lcxrJLl fe rlciicT'BH'rc.trrrH
co6crneHuqH. ocBerl aKo e HtulHIlc I.t3KJIloltent4elo tIo rtJI. z1 or cL,lru4fi 3ilKOu.

3.2.11.4. Ilpelnpne'rHt'e MepKH 3a rraAelrutHoc'f rro q,,r.56 or-3()ll. KOr.at.o c
npt4JIo)ItI4Mo HJIH HzuIHqhero Ha 14:IKJIK).{eIrHr Iro LUr.4 ol 3arotta 3a HKoHoN,rHrtccl(H'le tl
tpuuauconure orHorxeHhr c Apyxecrgara, pell,tcrpvpaHt n ropr.rc/lr.4r(uHH c npe0epe.uLlHaJrcu
AaHbqeH pe)KHM, cB't p3aHn're c lrx xnua H TexHHTe AeirclsH'l'c,'rrrr.r co6clnenHtlll:

3.2.12. V'racrnnqure ca AJrb)ItHH !a yBei IOMflT rrhcMeuo gr,:rJro)r(h'r'e-,rs B 3-jrrresetr
cpoK oT HacTrrrIBaHe ua o6crot'teJlclRo Ito qn. 54, a-n. I o'r 30Il.,i1cx;lapupaHo o'r lrx B Lraclu
II a III ua EE[Ofl.

3.2.13. B qacnt IV, pusdc.t "A: I-odtrtu ?" y.1satrtHKT,r nocorlBa.rloKvNtetr.r.a. c
rcofiro AoKa3Ba cborBercrBuero cr{ no pa3JIeJr III.l.l) or o6ln:rcnr.Jcr'o 3a orroBec-t'rl91Hc 1a
o6uecreeHara rlop'bLlKa: !.a ca r"bpl'or]qu Ha eirpo c N,te/lrlrtr{rJcr(H H3ilc,'rurfl Lr)tv llpo}r3eoitrJ'fe;r
I{a MeALIUUHcKH H3nenl{fl. ycraHoBeH Ha repr4Topurra na Pcrry6,rnrca lir,lrapnr.

3.2.14. B qacm IV, 6yxcu "8": 'l'eil!tlLtcL'KLt u nprtrltct:uou(t.'tnLr t'noct)1rto(:nttr"
yrlacrHHKbr IrocoqBa.noKyl!{eHra. c roi.tro roKa3Ba cborBeTc'rBHc'ro cH rro pa't.'teJr lll.1.3) ()'r

o6gereHHero 3a otloBecrtuaHe I{a o6u]ecreeHa'r'a nopbrrxa: (icprntlrHxa'l'. }'.,[oc'foBCpflt]al[
BHeApeHa chcreN,ta'la vrrpaB.rrenHe ua KaqccrBol-o IrN ISO 9001:201,5 nin:u I-.N lSo
1 348,5/2016 ulu:tu er(BHBajrL'u f I{a. c o6xBar s o6-:rac r r a lra rrp()H'lno,.lc'f BO'fo rii il-rpr
]'1,pto BtLgTa c i\{ e.qtl uHH c K il t1'l;le,:t ti t

3.2.15. Vqacrtlnullre NIOIaT'ra ll3no-r3Bar I:E/[OII. xouro r]clrc e 6n-r l.r']rro,r';Hr,rrr

Ilpll l]pe.lxo^lHa np()tlr'-l) pa la orlulcc rgettal IIop'b,rK[t. lrpri VcjroBt]c. Lre lro'r'Rt,p.'lr|r. rrc

cbllbpxatuara ce B Het-o HH(lopntaufifl Bce ort1e c e]Krvil,rr]ra. rrpn \c-'roBnrrl'a Hil .l;r.,{.{. a-r. 1

or flfl3Otl.
3.3. A,orc1'lteHrtt no LLII. -15. a-I. ] or III]3()II ra.'tor<a'lur.lrrc rril rrpeilrrprrernrc

NlepKu 3a HarelriJlnocr rro.r,l. 56 ol30I I. roralo e npH,:roir*rrrr).
3.4. tlpn vqac'n{Htlll o5c.'llrueHHs. Kon'fo rre ca ropr.r.:11111gg1(H jrHrln KOrn,tc ()r

IloKyMer{T. o'r xoirro;llo e BhjlHO ttptlBtiolo ocHC)BaHrrc la c.r)'l. laBitrrc ili,l oOcjlurrcrrrde't o. Kati'r ()

H cre,qHaTa nu{roprr?Illlt BbB Bpt, lKa c KolrKpcrsara o,lilte c't rie ilil il()pF,rrKa: ilpaBi-l.r a il
3aJ{b,rllt(eHH.f,Ta IIa YqacTIIHIIHTe e oScjulHcHne'ro: pa'rttpc,'lc-]rcHlrc'r'o ult ot'r'otsoprJoc.r-ra
N{CX(AY TIICI{OBCTC HA O6CIUHCHI,ICTO: ACi,IHOCTI]TC. KOHTO ttle fi3III)-IIII'IBa BCCIiH TI-iIcII IIa
o6eAl.rHeul.rero.

3.5" TexHnLrecKo npe,rl.to)rieHHe. cb.,lbp)rialrlo:
3.5.1, TexHHqecKO ilpe;l,rto)KcuHe - IIo 3a.:tr,-'r)r(Hic:rcrr o6;larcrt I IpHtro;xcllHe Nq l.
B ro:n AoKV\{e}{-f Yqac'frriJKbr:
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- flpaen ilpeAJlor(errt,te 'ta H:][bJ'rHcnr4e Ha IlopbrrKa la B c'bolBcr c'r'r]Hc c
TexHHqecKure cnequQllKarf H r.t r,r H3H c KBaHut-ta I Ia ts.b3J ro)ItH.l.cJ lfl ;

- fler<lapupa cr,rnacaero c14 c Knay:lHTe lra upr,riro)r(elrHH np()er('r rra ir()l oBOp;

- flerc,rapupa cpoKa tra BaJ'rHr'IHOcr Ha o(beprara:
- l{ercrapupa Ilpl4eMa}lelo Ha cpoKoBerc '}a: H3rn,JrrreFrHe rra llor-onopa. rrlrarrlalrc.

AOC'faBKa 14 |OIIHOCT r{a AOCTaBqril.{Te MeAHIIHHCKH H'lllejrHs:
- ,I|ex,rapr.rpa ApyI'n o6c'roqreLtc'fBa. H3HcKr]arrH ol n'r,3.rro)rc4'feJIr 14 locorrcsr..r rl

06pa3eUa Ha /loKyMeH'ra.
3.5.2. !orcyuclll 3a ynr,JIIIoMotuaBane. Kor-aro JrHr(c'fo. Koc'fo 116,r1i18a ofcprarii"

rle e 3aKoHHHST rrpeAcraBHrer Ha yqacrHHKa.
3.5.3. .4orcasare,rcrea 'ra npHl'oArrocr r{n rrpeJl,rrillarrn'r'e ,rra6oparoprrH

KOHCyMaTLIBLI, peaKTLlBI{ H TeC',fOBe: ftpoToKoJr 3a H:JtIu't'r]atre o'f opfarr 3a otteHrrBIIHe rra
c:borBercrBl4ero vltv ceprucf urca't'. u3AaAeH or ToK'rrB op|arr. ilpocneK'r'. KaraJtol .

cnequ$uxa\us ulnnu AoKyMeHr' 3a 'fexHuqecKa'fa xapaKTepuc.rnKa rra v.ilLenl4xta HJrH ltp\,r
paBHo3HaqeH AOKyMeITT, H3AaAer{r.r oT Irporl'lBOIHTeJl't. r'[OKa ]BarrIH ct,oTBe'r'c'f r]hc'ro rra
MeAr.{quHcKr.rre r43Aerr.Is c 'rexHHrtecKara crrertntbnxarlhs Lra Bb3Jto)r(H.rc,.rr.

3.5.4. Koraro yqacrHuK lro/laBa ot[epra 3a rroBeqe or e,)(Ha o6oco6crra rto']r,nlHr.
3a BCqKa OT TIO3HULIH',Ie Ce []peAcTaBrl'IIooTAeJrHO r(OMItirCKTyBarrH lloK]Merrlr.t rro.fortKt.t
3.5.1 - 3.5.3. Koun,rercroBaHero Mollte Aa e B orAeJrerr rlJrHK. rranr(a. ruroS'la /[or(yMert't'r1 r4tt4
opraHll3hpaHo llo Apyr HaqHH. no xor.l'r'o /ta Mo)Ke aa ce ycrarroBH 'la rcos o6oco6eHa rro3Hu4t
ce oTHactT Aor(yMeHTHTe.

3.6. I{euoeo npenJlox(euhe. cbAr,p)Kauo Ilpel(Jror(e}rhc'r'o rro yr1lg-r'trnKa olriocr;o
tleHara :a npu4o6nBaHe - no 3ai l'bJtlr(HreJteH o6pareq I Ipurroxerrue Nq 2.

3.6.1. B ro:u AoKyN{eHr BceKH yqacrHuK e /ur},xcH /(a nocoqri o6oco6eua'r a
tlo3l,luuq, 3a KogTo npeAc'faBt ueHoBo flpeAJlor(eHr{c H Ia rrpHJro)r{H rroIlnncarjo c'borr}c-fHo'r'n
npr.rJroxeHlre Ne l. Nc 2 H/r.tru J\q 3.

B npu,roxteHne'ro Nl i. Nl 2 ulum Nq 3. ra r{oMcrrK-rra'r'ypara no KOrro rrpcitcri.iBr{
orfepra. BceKH yLIac'rHHK ang.r\B3 /'ta rrorl'bJrr{H c-'re!Hfi'fc Ko,rt()u}l rJ pc,rloltc:

B xn,roua 6 1'uacrHrtx'F,'f uocoqBa rrpon3BorH'fcJrr rra lrpc,rliralarroro H3leirHe.
B no,rorta 7 vqacrnur(bl IrocollBa BN1ccrHNloc'r"r'il ua rrpc.rlilalilnara ouzlKoBria fi

NIepHH eAHHHIIH (c'sl,racHo nocoqeHo'l'o B KOJOHa 3 u-t[.r 3.1). xo|a'r'o c trpHirorfll\to.
B xo.ltotta 81'.1ua','*trKbr uocorrBa nper,ralarrafa rlcrra rra orraKonKa s:rcnii 6c:

AAC, Kora'ro e npnnolt(HMo. Karo uellara Ha otraKoBr(a lplSaa .rla c 3aKpblrrerra Ao B'r'opHl
3HaK CneA AeCeTUr{HaTa 3aneTar.

B no",rona 9 t,.lacruuKbT' IrocoqBa npcjl,ritfilHi.lra c.'lnrnrrrHiltil rlena na \rcprra
eiIHIIHua B,ireBa 6e: lI,n.C. l].:ltrttH.trra'fa LleHa r{a \rcpria c.'lr.lnr[a r] Koirotra 9 ce rrcl:rr.rarl,a.
KaTO UellaTa'la oIIaKoBKa Ha llcriKO H'ljle,rtHe rrooT.'Ie.rrHn cc pal.'(c,-Ill rri:t r]\tcc't H\t()c-f tit (6pol
\lepHLl enunntlu) B eXHa ouaKoBI(a (no;r. [l : KO-'r. 7). I:]Hrur.rrrara rtcrra rril t\lcpr{a c.trrruJua
cjle.'IBa Ja e ']aKpbf.llclIa Io qe'l B1)p'f rrr 3r{aK c.:rc-l jlece'fHqHa'r a lLlrrc'r'ar.

Ko,rotla l0 ce ltotrr',irBa ca\'Io Iro orte'lrl IIO\reHK.rirfvpt{. KOHTO cr)ilr)p)ria'r'n cc6c
cH rIoAHoN{eHKrIarvpH: 1.6.7. 15. 16. 18.23-26^ 33.3-1.,s4.60. 63.67.6u.70. 12.75 u77.ll
Ko"[oHa 10 yuacrrrHKbr nocoLII]a npoH3BeJlcurre'ro Nre )K.'lv rrpot tr03rro fo tio.lnrrcc-r'Bo () r

KoroHa 4 u uenara 3a \IepHa eilHHHIlil. Irocotrelra o'r'-y'rrilc'r'rir.rKit Li K();rorra c) (xo:r.'l x xo:r. ()).

flo notreHx"rlarypa }b 7l "OrtBerlrle,ruu ccroBe" cc rrorrr,-rBa xo-'rorret c).

Ha pe4oaere "O6u1o tIo Itol\rcHKJIarypa }}......" )'.racrrrHr(T,1'uocorrBa c6opit or
croliHocruTe rta BceKH pei{ or Ito.lola 1 0. C'6opL, r cc latip 1,J'-,1s ,r[o B1opgr ']rraK c-'rc. I

.'tcceTHLIHaTa 3aIIe lat.
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3.6.2. FIafi-utlcrca-ra ue Ha tue 6lAe onpc.rlc,rcrra Ka f o ct: cpaBrrrrrJa r

rlpcAno)KeltLltra Ha y'IagTHHIll,l'rc. Ilocotlcll14 B KoJlOlti-t 9 HLt cr)o'rBe'r'rroT() lrpHJlo)r(cr{Hc. ll()
rroMeHKrrarypH J\e Ne l. 6. 7.15" 16. 18, 23.26.33. 3/+. 54. (r0. 63.67,6U. 70. 72"75 n 77
Hail-Hl4cKara IIeHa ule ce orlpenenc Kalo c6op or crofrHocrH'fe rra Bcer(H per o'f Ko;rorra 10.
3aKpbrneH Ao BTopHt 3IraK cneA AeceTuqHa'ra :laIIeTafl, IIOCO,ICH lta C])O'fBC'l'ilHfl pell "O6tt10
no HoMeHKnarypa N9.....".

I{elronoro upeAJroxetrue Ntoilrc lta ue ce loclar}rr B o'tlleJtctl 3Aut:qalalt luillK,
TbIi Karo BT,3JIolKIrrcrqr e [peABuAIrJr pa3r-,rexqaHe'lo ua AoKyNtcururc /la craue no
peAa rra .r.r. 104, ail.2 or 3otl.

Br:"rroxure!'Ittt' IIc HSucKIlA npcAc'[aBeunTe or yqac'r'uurlu'r'e ltoKyruenrn rl:l
6rlar' rrocraBelrH B o rAeJIIru IIiulKoBe, uauKu ulu;tn ilxo6onc ]A llor{yMe rn'u. I}
cJlyqauTe' KoI'aro AoKyMellTHTe rpn6na Aa 6rAar KoNiltJtcK'roBarril ilo o t /le.irrill
o6oco6egu no3uulttl, yqacrltuKb'I'lro]Ke Aa t-u KoMnr'IcKt'oBa tro nArulr, lroii't'o ltilNtcprr
3a IloAxoAqul.

4. Pa:r,rexlarre Ha oQeplule:
4.1. flo:ryueHuTe o$eprH ce orBaptr Ha tty6;rn.rno 3acerarrHe, rra Koelo Mor-ar,,la

rlpl4ct'c'rBaT yqacTHI'lUuTe B IlpOIle/lypa'fa vnu Texrlu ylIbJltloMOIUeltH Itpellc't'aBH'reJIH. t(aK't o
n rrpeAcTaBr4TerH Ha cpeAcTBaTa 3a MacoBo ocBeAoMqBarJe.

4.2. Brznl{H"t'eJttr npereu)I(Aa pa3r)re)r(rarre'fo na otllcprn'te ,r(a cc r.r3nr,pnn4 rro
peAa Ha qn. 104, u.2 or 3Ofl, IIpH Koero oqeHKara Ha rexr{HlrccKr.tl'c u rleloBq'rc
npeAnox(eHns, Ha yqacTHI'luLITe ule Ce H3Bbp[]H rrpeAu [poBc)r(Aarrcl'o fta rrpejlBapHfe.irHfirr
n0A6op.

4.3. leficrBl4lra FIa KoMr{cHflTa'ta h3Br,pluBaue na rroit6op Ha KaHrnra'r'Hre H

yqacrHr.ruHre, pa3rJre)KAaHe H otteHKa Ha o(beprnre (rour.rcl.rlra no q:r. 103. nq. I o.r.3O11) cc
H3 Br,pru BaT B c,rleAH a'ra nocJ IeJto Ba're".r H ocT :

4.3. 1 . KoNIHcHt fa orBapfl IIo pe.lla rra 'frrxrroro rroc'r'brrBarre 'rancrra'r'arrH'r.c

He[po3paqlli.l onaKoBKH H otlol]ccftBa TtxHoTo cl,jl],p)iaHHc. BK,rilOrthfc"rtHO IIpc.rl-rto)t(etlHfit.a
Ha yqacrHuuHre no noKa3are,rrrr 3a orleHKil rra oQeprrr c:

4.3,2. TextIuLlecKOTO u LleHoBoro Irpeuroxcur{c rra nccr(H or yr1la'r'rtHrlHfe cc
nolnHcBaT Hali-N,rzLrrKo oT'rpHN{a qJ'reHOBL. Ha KON'rHCr,t''ta fi cc ltl)c;1,r1;11.3 rrO C,rtHrr or
IIpHcbcrBaulnTe npelcraBHTe,rH Ha.'lp)'r'HTe )qacrrrHtrH Jta lH ll().rlrrr.Jrrrc. c KOe.t.o rrt'6:ru.rrrtttir
qacT or 3ace.qaHHero npHKJrrcqBa:

4.3.3. KoNrHcHrra palljrc)i.la npejlcraBerrHTc or[cpr-u n orterrrBa cr,l -rACrr()
v35parltr. rcpnrepuii 3a Bb3.'lll-aHc f e 3H or lr\. Kour o c r,ol Be'rc r na r lr[r npe.,lr]npH lc-'rrro
tl6qseHtt re \ c.toBttg:

4.3.4. Ko\IucrIt'I'a pa3f,rcir(-la.roK\\{errrnre. cnr,p3anH c -rr.rrrrrolo cl,clornrre 1
Kph'tepHHTe 3a Ilon6op. Ha YqacrHHuHTc B HH3xo,l.ttu pejl clrpflNto rro.'rVrrerll,]t'c ortcrrrfl,I:

4.3.5. Kofaro Vc'farroBH r'IHIIca. Heilr).'rilo'fa n-r1H IIcc'r,ol'ne-fc'r'gric ua
nnQoplrauuq'ra. BKJ'ttotlHTe,ruro HepejloBHoc'r' H.rn drax'ru.rccxil lpcrrrKa. fi.irH uect,ofne'rc lnnc c
H3HCKBaHutTa Kb\{ ,rlHqHofo ct,clotlllHe I'l,ill.l KpHTepHHfc 'Ji.i il0.r(6()p. KONlHcHtt'fa Iil4cN,leHr)
VBeIOt\{qBa yrtacTl I H Ka:

1.3.6. B cpoK:o -5 pa6ol'ur.r nHLt ot rro,irvrraBarrc't'o Ha ),Bc,(o\r-rrcrrHe'lo vqacrrrHri.r).r
Nloiiie .qa ilpejlcraBH HoB IttrilOIl vtiu:tn .lp)'fr.r .IOK)'\reH ru. Kor.J'r'o ct);11,p)rial npoNrcnctra
ul u :tu jlonbJ'rHeHa u rr rf oprrauna :

1.3.7. Ko\{llcHtra pa.rf,'rex(.rla noK}'NIeFrln'rc. cnl)p'li.lur.r c -rrHrrnolo c'bcrorrlic 1
KpHTepHHTe :a no46op Ao yc'raHoBtllallc Ira cr,orB(]l'c'r'rlHc c H'lHcr(Bailvtr't'a Het jlBi.tNla
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yLlacrl{nrlH, KOHTO KnaCHpa Ha ilbpBO H ts]'Opo MqCTO: OCTarraitr.t'r'e yriac'frrHr(H. rr}4H.fo oQepr.H
ca oueHeHr.r, Ite ce r(Jracupet'r.

5. Cx.lrrcqgaue ua iloroBop'ta u3rrr,!,Itreuue na o6rucc'r'nclrara fiopr,qxa.
5.1. flpu IIo/urHcBalIero lta troloBopa 3a 06uec'nl*ra rrop'bqKa. h'lrrb.rrnHre.rrrr c

AJlt'xeH Aa npeAc'faBH aKTyiullll.l AOKyMeHTH ynoc'r'oBcprBarrlr.l JrHrrca'r'i.,I Ha 0cHoBailufl 'tLr

orcrpaH.sBaHc or I]polleAypaTa. Kar(ro h c],oTBe'fc'fBuet'o c troc'faBcrrHTc t(pH'tcpHH'ta
rr0A6op:

- 3a o6crotrerc'fBara tro rtJI. 54. a,rr. 1. r'. 1 or 30l I - cBrlilcrcJtc'fBo 3a clr]tr,rN,rocr'l
- 3a o6croffTeJitc'tBot'o uo trJI. 54. arr. l. r. 3 o'r 3()ll - y:tocroecperrHc ot'oplilrrh-rc

no [pI4xoAVTe v yAocToBepeHHe o'f o6ulnuara ilo ccAaJrHrrtero rra B'b']ito)r(HTeJlr H rril
KaHAHAaTa Hn14 yqacTHHKa;

- 3a o6croqrercrBot'o uo LIJI.54. a-lr. l. r.6 - yAoc'tonepennc o't oDlatrnle rril
tr4:nuHlmenHa afeHul4s "fraBHa I{HcneKtIHr no rpyr'Ia'r;

- pa3pe[eHne 3a rbpfoBr.rr Ha ellpo c MeArlqurrcKH H3,]tc:lr-{rr. r.l3itajteno or 14AJl
I4irH Apyr AoKyMeHr, yAocToBepsBaul [paBo'ro Ha yrracrrrHr(a JIa |bpfyBa c MeltHrlHHcKtr
H3AeJ'IHt, I43AaAeII O'I KOMneTeHTeH OpfaH Ha C'bo'fBe'trral il .rtl'Lpir(ttBil. Pa:pelrte ttue n,:tH
yAocToBepeHl4e He cH H3IICKBa OT ITpOn3BOAH1'eJIHTC rra N{e,rlHllHHcr{u rJ'l.,leJlLrr. yc'furHotsetrH

rra repr4ropvflTa Ha Perry6:ruxa lir,llapnl:
- cepruQnKar 3a IIpHJIaI'aHe H tloAAr,pxaHc Ha cHC'feMa ']a ylrpaBJtetrue Ha

KaqecrBoro ISO 9001:2015 B o6nacrra Ha npou'lBo/tc'rBoro ulusm 'f.r,proBhrra c N4ejtlrrtuHcrsl
a3AetII4q ulutu cllcreMa la ynpaBnerrne rra Kaqec'rBoro ISO 13485:2016 vlv;tu
CKBHBAJICHTHA;

5.2. He ce cKJ'IIorJBa AOfoBop c H:JIlbJIll.rle.lt, tttrittr) uc !r'lnr).rlrth 3a,rt'r,Jl)r(enHe'fo-
IlocoqeHo B rrpeAXonHaTa 1'orrKa.

6. 3AUlt4TA HA J[4LIHI1 /[AIIFII4

Bt,:lox<urentr ule o6pa6orna Batttu're ju.rLrHH llanrrH Fra ocrrollaHne.lLr.(r r. I 6...8
-.,H ,,8" or 06ulllfl pernaN,teH'f 3a 3aulHTa Ha r'rH.III14Te Aar{n14. 

'l-rploncrcur 3aKOrr. 3axona :ir
o6uecrseHuTe tropbqxH lr 3axoHa ]a 3a.qb,t)KeHr.rsla v.rtofoBOpu'fc c rle.rl ci,6uparrc rra
IIpe.IAofoBopHa HHtfoplrauHl. cK-ltoLIBaHe IIa .loroBoplr r.r rrrxllofo u3rrl'.rHetrHc.
Bt:.'toltureJItT 3auluTaea []autHre .lillruH. Ka'r o rrpri.ralil r]cHrrKu rro.l\o. lqrrlLi rcxur.rrrccKu u
opfaHH3auHorlHH cpejlcTlla. c KOr.l'r'o pilllr0-'rilr-ii. la .'ta rrc .'lorrYcKa rrcpit']pciltcrr .'loc il,lr.
Hepa3pcueH() ti--lH'l"rlOHa\lcpctto IIo.'l lBallc. tr.lt\r1ll tt.ilt IIpe7i. lcBpC\tcilrr() lrLrUrrauarrC Ha
tlntf oprtatlur npu cra3BaHc Ira ri lrlcKBilHrrg't'a rIa \rcc'r il0 ro t{ c}tp()llcrlcKr) t('
3AKOHOIATCJCTBO.

l{axsu ;larrHH ce o6pa6oraa'r:
-AaHHH 3a HAeHTH$uxaqHr IIil \'(racrllurca ulult c'fparrit rro .rtor'ouop t-pH'fc

HN{eHa. EI'FI. IHt{. rrocroqHerr arpec ria irpelcraB-rruBar[Hrr )'rrac'frrHrri.r u.1rh cr.parra-fii n()
rlofoBopa. El4K. MOII Ha vqac'THHKA H-rrH c'fparra rro jloroBopa

- AaHHU CTaHiLII{ H3IICCTHLI IIpejtl.l cK,rlK)LIIti'lHC r.t cBl,p3ailH Ililoc-rte.,(cillHc c
H3IIt'JHeHHero IIa rorouopa. Karo nanpr.rNrep l,arrrnl 3ir -nlla. pa6orclrlr.r e'trB lJautarir
opf aHH3arlrit

JIuquH're rlaHrItI IIa npelcraBJIflBaulHTC )..raclrrullfr're. Li'lrn,.'rrrHr-c,rH'r c H,rr rul
yrlt'ilHoN{ouleHl{Te ol rtx irnua Nloxc ,fa 6bJIa1'rrpejlocraBrruH lta rpe'rH.rruua 6et.r rrxrJ()
'lltaHHe I'I pa3petlleHHe BT,B Bp'b3Ka C HamH 3aKOtl()BI4 'lzl.ill,jl)lietlHt IIa ]V{3.
H3OK.HA|I.P3I4,I'{OZ.AAOI4. cr,,tcSrrH H crrerc'rBcrtH opral H H Jlp.



' MH O|OII POQI4AFIA EOAI{ 14 I]A :]A AKTI4T]IJO AIIq]JI II4 E - /-loBPI4t| A/_l
I 05|i/600.+8lt (rarit: 05ll/(r(t(r.l l.l .CJ c-rnarl otrll)'(r ltctton ncl

Vqacrrrnrca ulntu H'ttrbJrrrI,'r'eJlt HMa Irpar]o rra .rloc'fi)rr. KopHfHparc H3-fpnrJi.rrrc
orpaHHqaBaHe Ha o6pa6o'reattero. IIa B'b3pa)nenHe cpcrr(y o6pa6o r Bariel o. upano Ira
npeHocl4MocT Ha,tl4tIHHl'e AaHHH . KaKfO I4 ilpaBo'fo Ha )Kan6il Jlo trajl'lopr.H Opt'AIr.

flpe4craelHero Ha JILILTHH Aarrrru e Ao6poBorr{o. Il cJry.iar4 IIa o'fKa3 ila 6blat'
ilpenocraBeHH Ha ,,MBAJI - l{o6pnv" AA IrtMa ra 6},.rle B ct)c'forFrne ,rla tr3trbJrHH
3aKoHoBLITe cH 3aAbJIlreHHl tlo pa3rJre)r(Aarre, orlcnKa. r(JracHparrc ua o(bep.fa,r.a [JH. il
eBeHTyanHo cKJ'ltoqBaHe Ha AofoBOp 3a h3nbJIIreH14e.

3a scu'txu Heyperettu BT,ttpocH B Hac'r'otrrrara ltoriyMCu larrHq 'ra vqaclrlc rrrc cc
rlpl4nafar pa3rIopeJl6Hre Ha 3On. 11fl3Otl H 4pyrH ,r(ciicreaulh rropN,tat HBrrh ilKrol]c.
cB'bp3aHa c flpe;1Mera ua o6ulecrBeHa't a nopbqKa.



'' M H OIO il POOI4AI{A T] OALI 14 I_IA
t--
I l[oBPt4tl vttxr i>'.] r,r 'llilrrairur Xrrron" 14

3A AKTI4UHO Altrilil1l4tt - lloBpt4r{" AII
E iliX trrxrJXX rlIlhe "i\ r'r. .l f (J , ,r'.rrl rrlrll',l lrer,,or rrr'l

IIPOEKT

IIOI'OBOP

/1uec."...............201c) r'ol. B rp. Ao6pnq" Ha ocHOBauHe.rJr. ll2 u c:r. o'r 3aKona lll
o6qecrBeHHTe rrop'brrKH. ce cKJrrorrH Hac'foqtUrIflT AOrollop N,rc)K/(y:

cLc cc,rlal I14 t Ile Il

aApec Ha yrpaBJreHHe................
E14K npe,rlcTauJIt{BaH

B KaqecrBoro N.ry rra..............
onpeAeJreH 3a H3rrl)JtHHTeJr c PeureHue N9 ...........1 . ......201[l |o,r1. rra B'r,3ilo)nr4 l'cJrr{.

cnel npoBeAeHa nporlellypa 3a B'b3Jrar-aHe Ha (]6illec ilrcHa ilopl,trKLl |urr "O'r'Kprl r'ir

nporleAypa" Ne 00083-2018-. . c upelN,rer' "/{oc'raBxa rra jra6oparoprrH Korrcv\rafHnH.
peaKTHBH H TecTOBe 3a o |IeIeHHt "lt":illHhqnat Mhl(po6Lro-rro|1.ifl'r. "'l'parrctltr,'tH()Hilil

xeMa'roJror'tit" H "l{JrhH14LIHa lra'loJlor'}.rt". utlDt4.IaH I43llbJIIlL4'lI',Jl 14

"MHO[-OnPOOI4JII{A EOIIHL4IIA 3A AI{'1't4l]llO ,rlllIIlrlll.lll l(OljPf4LI" A/l
rp. Ao6puq. c'bc ceAaJrHUIe H aitpec ua yrrpaBJreHHc: l-p. i loSpnu. )'Jr. "llarralior Xu'r'os" 24.
re,q. 058/600160. rpaxc: 058/600414. e-mail: oblb(4lbcrgon.nct. I'.141{ 124141302.
npeAcraBnflBaHo o'r A-p Cnerorap 6air.reB flerpon 14'llrr,.rrrnlrc.rlcrr /[npcx lop rra

Apyx(ecrBoro. HapHqaHa Bb3JiO)K14'l'l1J l.

L'fpaHHre ce cIIopa3vMflxa 3a cJre/IHO'fo:

nPEAMET I-lA AOI-OBOPA V I\I;.lIl4

I . ( I ). 14 3f I'bJI I Ill'f IIJ IJ{'l' .-roc'rans na BJ IOX14'l It.Jl51 : ra6opitl'opr r H r(o}rcyN'r a f H l;l'r.

peaKTHBH H TccloBe (lraplruatrH rio-;lo"'r\' \r1.,'thrlHIICr(h, re ul.'lc,rtur). ';a I(ouro c )tracrna-'r rJ

oTKpH li.i tf p()ltc.t\ pa Ja Bb'1. lal illlc Ila ()6tltecl Bcllil Il()p1,(lKi-l: .. ..........tutt
o[HcaHu n llpn,ro;'reHrl€ K'1,N1 .]loIoBopa

(2). IJerronu'tc rrpejt"ro)ricrrhrr ua 14'ln-bJIllH I-l:JIfl. ttoco.rcnu B IrpLL'r()ir(urucr()

lto npeJXOJIta't'a a,'ItIFIeq. ca IIepa'J.tc. lHil LIac'l ()T Ilac f()'llllilt . t()l ()l,iop.

(3) [iporuo:unle Ko,rr.rrrcc'f Ba. nocorrcutl B .loK\ \rur Iilr{t.rfl la ']a o6utcc r Hcrtr

rrop'bqKa He nopa)r(Ja'r'la.'l'b-[)ieHHe']a BIIO)I{H'l'lrJI]l .ra I'n llui\IIu B IIoc(),renuq o6ert.

CPOKOIIE 14 HAql'1tl IIi\ IIJIAIIIAI{ll
2. Cpoxrr ua Hacroqnllrr.,loroBop e l2 \rcccrta ()'r.'la'rala rJa rr().lrnrcBarre r() \r\.

/{oroeoplt'Itpo.IT:,,rriKaB:.t;tci4cl.BHel'r) cr.r ilo cK.irrorulzlrrc'fo Iril .rior'orJOIl c.'(p)r r.r'}ur,-nullc,r

cneA rlpoBe)ri.qaHe Ha o6utt-'c t Bel Ia nopt,qKa.
3. floco.leuHre B.r,[. I n3.teirhrr ute 6r,Ja't'.roc'r'iu]qHr.r or H3lI'bJtllHl'l:,rl]l rru

BIO}KHTEJI-fl B cpoK ro l-1 l.rcrrrprrrra,:lece'r') Ka-ilerr;t{"lprr}r.'uru.I. c.rc,'t'larBrrRarrc'r() rr\r ()r
BIO}l(14TEII'.

4. llr;r;nHrrara lra l,l3lI-b"tlllH flrJIt c\Nra rr() ngrKa o'r'.rc.rrrril .toclanKa lrtc 5r,.tc
u.rareHa rrr BJIOXI4'IIrJlfl rro erarrxor;a'ra c\rcn{a Ita IIpo-taniltril Ir cpoK.'to 60 (rtrcct.'1ccct)

Kir-qeir;'lapnH llHH c,re.ii Li3.'lauancro Ha faxr'1pa o'r 14lllbJIIlll l'l:JIll.
5" Cpoxt,t'Ila fo;lHoc'r ua.'locrtlBeHnre H'l,rlcjrr,rr rpr6lra.'ta c rrc rr{.)-liparr,K or'(r0

o% (rucc'r4cccr npoqerrra) o'r o6rrlnr cpoK rril lolluocr ItT)M NIoN,rcult.l IIa,IloclaBl(il'r'il.



''MHO|OIIPOAI4AHA BOAI]I4UA 3A AKTI4BI-IO AE.II]ITTIE * AOI]PI4TI' 671
/lODPl,l!l 9:tXl itd \I "llariiliior Xrrrou" 2.1 I 05lJb00.1itu (l)ilKc ()5tl/60{14l.i Q c-r|arl 0[rlb rrttergon.ilcl

M-gCTo IIA l43n'btlllEHIIE 14 nPIIMI4HAIIAFIIT. IIA ('oBc'-t'uEI IoC't't'A

6

!o6puu. y.lr"

7
qacTurIHoTo

HA M'CTOTO

AOKyMeHr.

3a Nlqcro H3 ::(ocr&BeHe Ha rBnerrvsla ce orrpe,'terr "MBAJI-f{o6pa.l" A/]. rp.
"IlaHailor Xu'roe" 24.

Co6crseuocrra Bbpxy Aoc'I'aBsHHre I{3re,rrfir r-r pHcKb'l' or rrbJruo'ro hJr14

llM rlorHBaHe npeMHHaRa B'bpxy BJIOXI41'E,[]I o-r N{oNtcrlra rra npncMaHc'ro hr\,r

Ha llocTaBtHe c IlpHeMo-IIpenaBareirerr rrp()roKOJr L4JrV Apyt' paBFr03Harterr

I1 PAB A 14 3 AAbIIX t:,lll'I fr F{ A 14 3 fl b JIIlLl' I' F. J I tl
Llqeu 8. (l ) I43n'bJIIll4TEJltT e ArblKeu Jla cr(rrK)ru4 lloronop 3a trollH3rrb,rruerjHe.

Kofaro e o6tBl4n B 3aqBJ'IeHHero cH 3a ylracrHe IloJr3BaHero rra no,rlu:lrrbJrn14TeJr. [] cpox tto 3

AHH OT CKIIOqBaHCTO Ha 2lOrOBOp 3a [oAI'l']IIbIHeHl'le HJIh IIul i(OII]-JIIIHTCIHO CIIOpil3yN,ter{Hc
3a 3aMtHa Ha IIocoqell B 3aql]JIellHeTo IlollH3tIbJtHIl'r'cil 14 lill,JIItHTCjt'II I-I3ilpatUa KOIIHe rra

AOfOBOpa VrU Ha AOIIbJIHH'TeJIIIOTO CIrOpa3yMeHhe rra r]bljro)r(H'feJrilJaeI(HO C lloKa3arejrcl'Bil.
r{e ca H3rrbJrHeHr.r ycnoBnqra no q;r. 66, an.2 *,t l I or 3OI].

(2) IloAurnt,rHLITenHre HtMar npaBo Aa rrpcBb:r-rrala'r c.llrra virv rroBerrc o'r'

AefrHocrure, Kot4To ca BKr'rloqeHr.r B rlpeAMet'a rra AoroBopa 3a tro/tu3rlbJrrrcHue.
(3) Hesasr4ct{N,to or Iyb3Mo)ruoc'rra rla ce H'lnor3Ba'f rrolln'Jn.bJn{ureJ'rH.

orroBopHoc'rra 3a h3IItJIHeHI4e Ha Aol'oBopa 3a o6rqecTserra lropt,LrKa c ira I43ll'bJIHl4'l'F1JIt.
(4) BJIOXI4'f F.JI!I1' IrrNla lla il3BbpurBil /tnper( rnLr pa3rr.rauaHHr c

tI OAH 3 TIb J'I H I,ITC JI I4 TC
LIneH 9. I43llbJlHt4l'lrJltll'e AJrr,)I(eH Aa AocraRfl MeAr4rlr4rrcKt4 r4'.tt\eJr,4fl. Koh fo:
1. uuar FIaHeceHa "CE" nrapxHpoBKa B cbo'r'Bercln14c c u3ncKBarr14s'fa Ira ql. l5 o'r

3axoHa 3a MeAr.rrIHHcKHre n3Aenur (3MI4):
2. uvar HaHeceII HAeut'n(tut(auuoneH HoMep rra lrurudtu\upatrtn opl-aH rrct q-rr. 64.

at.2 ot 3MI4. Koraro ttpouerypuTe. oupe.{ereHH B rrape,'l6Hre rro rr,rr. l8 o'r 3Mtr4. rJ3ucriBar
HAHACqHETO N,IY:

3. uuar IIaHeceHH IraH\rcrlonillrHe Ir a;(pcc rur \ rrpiln,rcrrHc rra rpoll'iri(), lr.r'fc,rrr
vIllirr )nbjtItoNloLUeHHt IIpelcraBH re,rr n nIIocHTe,rtfl :

4. Hual Hr{crp}'KuHrr 3a ynorpe6a. c Lr3r(-rrrorrcrure na n3l{e.;nrflTa.'la l(oh.ro roga rre
e npe.qBnAeuo e 3MI,1:

5. ca npuitpy)i(eHll or BLIH.reIt cep'rHrfnxar. \'rlocroBeprrnarrl cr,olBclc'rBHc'r'o cbc
ct,ulecrBeHHTe H3HcKBatIht. npH.iIO)tiH\{ri ta Lr'illeirLrero. h3.la.Icn ot tro lutlturlllpilr( opr-arr.

6. ca ItpoH3Belloul o'f npou3ooirurL'-r. Koiir() rrpH-rilli'l n lro.'t,lt,p)ria cHc'tc\ta 3a

)'npaBneHHe Ha Kariec'rBo-ro ISO 900 l:1015 H'H.:rlr cr.tcre\ra la \rrpill-rulr.lc rril l(aqec'rBor'() 1a
\re.'lnuuHcKH'fe H3Je,tHt ISO I 3485:l() l6 r.tlyt:nt ctiBrrBi.t,,rcn t ua.

9,rerr I0.(t) lt:tI"bJIII14I'l:JIfl-l- n cpoKa rra .loloBOpa l'pr6ua .,i.r oIr.otjapr rra
cIe.lHHTe LI3HCKBaH ltr :

l. {a uua pa3pemettHc H,TILI )'.rlocroBepeHHc 3ri r'r,pr'ogHrr rra c.lpo c \rc.'lrJur.rrcKr.r
H3jIenHt. H3AaIeHo or 14:ltt'.rtHHre,rlrtrt.{npeK'fop rra 14AJl rro pc.rta rra 3M14.

2. Aa IIpHnafa H IIoil;lt,piKa cHcreNril 3.r \ rrpaBJerrI.rc na Karrcc'rRolg ISo
9001:2015 e o6racrra Ha IIpoH3BO.lcnloro ulnvu rbplonHrira c \rcjturlurrcriH Hl.1e-r rvs ytttl.trl
cHcreN{a 3a ynpaBJIeHHe Ha KallecrB()ro ISO 13485/201(t ulu:m cr(rrnna-'rerlr.rra.

(2) l43n-bJllll4'lhJltl' c :I.,t't,xerr rre:a6asrro .'ta yBc.'to\{h IIJIO)KH'll:JIll rrpH
orHeNlaHe Ha cborBerHtITe pa3pe[IeLlHr n.ru ode'lcuitr]aHe Ha )iloc'l'oncpct{Hrr.



' MH OIO|IPOOI4AFIA BOAI I14 I]A 3A AKTI4F]I{O AIIIII.]III4F] - IIOBPI4II'' AII
t
] Aobl'l,lll 9.1(x) >ii v.jr "llarraiior Xrrr0u" 2,1 E 05lJ(r0t).l8li ()l(c 05lt/0001 | I ll, e-nriirl ublb'rr.trcrgol rrcl

9.lten 11. BcttKa o'r'.rlc-rrlra /loc'r'aBr(a 'fpr6Ba .'Ia c rrpr.4,]tp\,)Kerra o'f ltor{yNrcrr'frj.
yAoc'foBcpflBauIH llpoIl'lBOJlI-tfcJIt. IrapTLI/rllulfl lloMep. cepHHilHr il()Mcl). Cp()Klr IIil IO,rllr()ct t.l

o'f arlzulH:]HH ccpTH4)HKa'lH (opH|r.rrriurrrH. 3aBepeilo KorrHe HitH rry6:rn,rHO oltoBcc'r'cilfi).

AOKyMerrTHpauH npoH3xo/la. cbcTaBi] H TeKyruHr KoFrl'pojr rra Karrcc'r'Bo1'o rra H'1.)te,,rHr|il.
Lhett 12. I43l l'bJlll14 I'lrilfll. e ltJrb)r(cH ,rra H3ilai tc n cpoK (larlypa 3ii

AOCTaBeHHTe MeAlrrIUI{CKH H3AeJl Hq.

nPABA 14 3AA'bJIXF,HV1fr HA BJIO}Kt4'r-Lr.J|51
t{.rlerr 13.(1) BnOXI4l-llJItT tiMa rtpaBO /ttt IlpotlcpttBa KOJI14LTcc'rBolc) Ha BcrKa

oTAeIHa AOC]'aBKa- I{aTO IIpH yCTaHOBTBa}{C Ha HCC},Ol'BC'r'C1'BHC C,r1.irr,)r{Crr,r{n yBc,rlo}ril

I43ll'bJiHl,1'fllJlt B cpoK or ?4 .raca.

(2) flp" yorarroBrBaue Ha HecborBel'c'rBr.re B r(elqecrno'f(') Ira .rtocranenh rc
MeAIIUHHcI(I4 r43rervfl IIJIOXI4'fl1Jltl' e Arb)I{eH Aa yBer(oMvI W3I l-bJIIIl,J'l'EJlfl s cpoK or
24'taca.

(3) FlecrorBercrBr4ero Ha r(o,qulrecrBoro H KalrecrBofo cc yclarroBrrBa c rrpo'r-oKojr.

cbcraBeH or KoMHcr.{r. c'r,craBeHo or /l,rrr,}r(Hoc'r-uHre JrHrla ua IlJl0}Kt4-flrJIt-f ,

(4) B cryuafi. .re L1'3ll'bJlllLl'l'ljJlt'l' B cpoK /lo 24 rracul cJrc.rt yBclloMqrlauel'o uo
il. I ocflopu frucN,reHo Hecr,orBercrRHelo rra KaqecrBo'r'o. r'r)ii Nr())r(c ra Hcl(a irpor]cpKara \,rv
o'f ynT,nrroMouleH op|aH n;rn lra6opa'lopHfi.

LbreH 14. BJIOXI4l'trJlt'l- e /Inb)r(*r Aa'rauJralH vr'oBOpcrrara rtelra B pa3N{cpa. rro

HarrlrHa u B cpoKa. onpeleJreHH B Hac'forrrlhrr ilofoBop.

I-IEYCl'OI,{KT4
t{treu 15.(l) IIpn ra6ana na jtocraBKa o'f c'rpalra rra rrpo/tanalra c rroBerre or 24

(lsaAece'r I4 qernpl4) 'taca. BJIOXI4I-EIIfiT HMa IIpaBO /ta IIOrtytIH tteycroi1xa B pa'lMep tta
0.1 (uy,ra urno. eAHa recera) Ha clo oT'croriHocrra ua 3a6aBerrala.rlocraBr(a la ncern ?4
qaca 3a6aBa.

(2) llpn )crarroBtBarrc rra rrcc'borBcfclBne B Koru4rrcc'rBolo. [431I'bJIIIH'I'EJIfl I-c
A,rr,)r(eH Ia AocTaBt{ Jll.IncBaulo'fo l(o"rlHqecT'BO upH c-'lc.l[BiIrrt0r'a,rlocTaBr(il. a IrpH IloHcKRLtirc

or crparla Ha BJIO}I{IA'fFJ$ B cpor( or 24 qaca. llpu neurtt'r,irrrcrrrie rril rolra'r.l.ifr,irinenr{e
BJIOI{I4TEII-flT uua npaBo,:ia no.[\'trH nevctr'xixa B pa]\rcp rra 5 (rrcr') rra clo o'r c'roiirrocrra
HAj'IH IIC BAUIOTO I(OJIHIICCTBO.

(3) flpH vc'r'aHoBqBaHe Hil Hec'bolBelcrBrre B Ka(rec'r'no'r'o. 143llbJIIl14 ll:JIfl'l c

;I(,tlT,iI(9H Aa IOCTaBH \{eJ,HUHIICKH H3jle"'Illt C YI'OllopcIlOIO l(aLICCTBO llpH C"rlC.lBalllaIa

IocraBKa. a rplr ITOLIcKBaH!' or crpaHa Hil BJIO}K14'l'lrJIt ri cpoK or' 24 ,rAcii. Il1tH

rren3nbrHeHHe Ha loBa 3a.rtb,:rTricrrHL'BJtIO}KHI'EJIJl-l- urra rrpano.ia no,jvrrri rrc\cror:1ra rr

pa3N{ep Ha 5 (ner) Hi,i cTo tlT cr()rirrrrcrra ria rreKaqecTBeilil'fir.loc'r'ail}ii-r.
(4) B c.:r)'Lranrc rro a,rrurrgi 2 n 3. i-rKo 143ll-bJIIl14l'lrJltl'l ue .roe riurr

.rloroBopeHoro. B,[O}l(l4l-liJlt'f urta npaBo ;Ia 3aK\IIH lteo6ro. luHr].il'c \r\ \,re-lrrrlr.lrcr(fr
H3AenHt or xpy'f iloc'faBqHK. Karo pa'l:rHKara uerIi:l)' [criala rro .rtoror]opa n .,tolc'r'nt.r'r'c.r]ro
'lanirareHara ueHa e'ia cMe'rKi.l rra 143l IbJll I14'l-lrJLq.

9:rerr 16.( 1 ) l tpu o rKil'r Ha t43ll-bJlI{H'f l:J Irl . ra . toc rurRrr 'ritrne rm lc \r)
NrerrIHr1HHcKu Llr,neilvfl vJtv npH 3a6aBa noBeLre o'r 4U (.re-rupH,,1ccc'r H oceNr ) uaca.
BIIOXI4TEJI.fl'f Hva rrpaBo jla 3aK)frH HeoSxoAHNrH're \{\ Nre.'lr.rr(nrrcl(Lr rr3,itejuJr o-r',:lp)r
JIOCTABqHK.

(2) B c,'ryuaHTe tto rrpc.llxorliral'a iuudncfi pa']JtHKa'r a \rc)r(.:l\ ucrrilfa rr(),itor'onopa r.r

reiicrBHrenHo 3anJrarer{al'a rtcna c 3a cr\'rclKLl rra l'131I'bJII II.1 f l.,JItl.
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- /toBpr4lll All
I l\OEPHrl v-ttrtr i lr.r "lllilurror \rrrorr 1.1 805tt(r00lliti (haKc0,5li/6txt.ll.l Qc ntirrl tibltrrrberLlonilcl

t{rrcrr 17. BJIO)KI4-|EJIfl-I- HMa npaBo /la ucKa o6e'trr1c'r'crrr.rc R n,t,jrcu pa3l,rcp rtr
BpeLHTe. KOIITO C IIperu'prrJr B pe3yJt'far tta:a6ageHaTa ulutn ncKarrccTBctiata I'toc'fttBr(Ll.

Ureu 18. Ilpu 3a6aBa Ha rr,raulaHe or crpalra rra IIJIO)KI4] t1Jlt-l'. nocrre.,trrr.ull

Ar,n)r(H Ha Ll3llbJll II41'tsJlt rreycroirrca. B pa3Mep na 3aKolnrala JrnxBa.

9neH 19. Heycroilrcnre, o6e3urereHr,rqra r{ LleHoBr4'r'e pa3Ju.lKH rro rrJr. 16. a.rr.2
N,rofar Aa 6rAa'r yA'bp)r(aHH or BcflKO jrbJrlr(uMo rra I43ll'bJII IL{"I'IIJItl rrJlarrlaue .

nPEItPATfIBAHII I IA AOI'OBOPA
9,reu 20" .{oroeopr,r ce rrpeKpal'flBa:
1" c uglnqane ua cpoKa.:a rcofiro e cr(Jrorrert. ocBeu Il xHllo'r'e'iilfit IIa't-rtcrt 2.

H3peqerrHe BTopo;
2. or H3npaRHara crpaHa IIph chc'reMrIO rreh3rn,JIIIenHe rra ']a/ll,Jl)r(enHlfa nr)

AoroBopa. fIoA cncrcMr-ro rreH3nbrHeHHe ce pa:6Hpa laKOnil. H']rJr,prrruro llBLl H-rrH rroBerrc

nbTI4 B paMKHTe rra eAHH r(a,relrjlapeH Ntecell, HJrH iloBerre o'l l'pr.r rr1,'r'rJ B pax4KH'r'c Ha cp()Ka Hir

AOfOBOpa;
3. npn ct,3AaBaHcro rra )'cnoBLrfl'ta AocraBr(a na N4ejlnrtt,irrcr(H H3ilejrr.Jl cJrc;]t

flpo Be]r(AaH eTo H a rle HTpa_rr H 3 npaltll eI eKrpo H Fr H'fb p |o Be.

4. rrplr r{eBb3Mo)r(uocr ra ce ocHfypn (tnnancuparrc'ta H:trlr,jrncrrHclo Hil

ttopl,qKara rro rpuquHH. Korr'fo BJIOXL{-fEIIII-| He e MOr-r,ir ,'la upcltBh/ln.

APYfI,l YCJIOBI4f{

t{:reu 21. CrpauHre IIo jloronopa ne Mora'r,ila I'o r43Murqr. ocllcrr n cJrylranrc.
npeABr.rAeHr.r B rrJr. I 16 or'3OII.

Vrcn 22. (i'rparrule rro ,r(or'onopa ute perrranar rirb3rrHlcrilJrH'r'c rro Hlnb-rrucnHcr()
cilopoBe IIo BlaHr\{Ho c},r-JracHe. a zrKo 'foBa c rreBI,'JN{o)rirro. no pc.'ta rra I'[[K. lrpc,1 po.'lou,o

r(oNrncleHlHHffl' c'b:ll n fp. 106pu.r.
tl:reH 23.3a ecHqrcti nevpe.lenu no riac'rotulHl .rtoloBOp Br)IrpocH rrtc cc lrpr.i.ralill

pa:nopeabrire Ha 3On. nn3Ofl. 33/[ u 1-3.
LLreH 24.( I ) 3a BiLlHllHH ar'IpecH 3a npHe N{arrc ua cr,o6rrle nr.rs, cs'bp3[rnH c

IracToquHq loroBop ce cNrrrTaT at/IpecrrTe. nocoqeHr.r B Harra-roTO ila ,:lor'oBopa.
(2) flpu rrpo\rflria rra !arrrrHre rro nperxo.rlrrAfa runrrrcrr" cr,o'rne'frrrira crparra c

I"qbir(Ha.I,a vBeJ,olrH Jp)'faTa B rprrjlHcBeH cpor( ()'r flpo\rrila'ra.

IIpn cbcraBtne IIa Hac'fotnlHrl i{olonop cc rrpc.'tcr aB}.rxa o r n3rrr',rrur'l lc,rrr
cneAHHTe .IoKyN{eHTH 3a J,oKa3Barre -rHncaTa rra ocr{oBr1ut4fl 'tLt oTcTpalrrBarrc:

- sa o6crosreJ'IcrBara no q"rr. 54. arr. 1. r'. 1 o'r'3OI I - cBr.r.'lc'fc,-rclso'la c'b:ln\rocr:
- la o6croqre,'rc'rBoro no Lr.r.5.1. ur. l. r.3 or 3Oll - 1'-,tocloncpcrrHe or'oplilrrrlrc

rIo npHXoAHTe H ).rlocrofJepe IIHe ()'r cl6ullutala Iro cc.la,rilrrtc'r o ua IJT,3jlo)Kr,r'r'c,ru IJ rrir
Kal{ilu,llaTa H,|IH y't12q1tt r t,o'

-:a o5c'r'osre-irc'rBolo rr() Lr,'r.511. a,-r. 1.'r'.6 - ).'toclogcpcrrrJc or oplarrHrc rra

14:nt,rgnreJ'IHa aleH uHt " I-.,1aBIrtl H Itc I IeKI lHq tto rpr';lit " :

- pa3pctrteHHe 3a'r'l,ploBr.lr rra cilpo c N,re.rtHur.rrrcKH r.r'1.'tc-lhl. H3jta.'tcrro tll l,1AJI

HxH llp)'f .lOKyNleHT. )'llOCl'OlreptBalU IIpaBO'fO Iia vqacrllHKa ,rltl Il'PI-\"lJa C \lC.'tl'lllHIICI(11

h3AeJtl1t, l43AaAeH O1' KOMrle'reH'rerl op|al{ Ha c'bo'r-Be'lHala iu,p)r(aBa.



___ 'urjlelqlryqol4ry4_E_9_{tr4ll4_?4 4_l!r4Rrlo At}$llrr4ri -/tollPr4e A/i
I lloSPl4tl qtrxri:l\.r'llililiriror Xrr rrrrr"l,l 805fi/6(X),llJ8(l)a(r()5tir'()1)().ll.l lJc-nrirrl olrlbr,rbcrgorr ncl

- cepTl{onKaT 3a rrpnJra|aHe h noilAbp)r(arrc rrn c}rc rcNrer 3a }'rrpnBircrrr,rc ira
KaLrecrBOTo ISO 900 1:2015 B o6racr-fr1 Ha ilpoH3Bo.rtcTRor-o vlvJrr,t 'rr)pr-or,|Hrr'r'a c Nre,,lulll.lHcr{H

H3AenHrr ulustu cucreMa 3a yrrpirBnenHe Ha KaLlcc'r'uo'ro ISO 13r+85 2016 vlvirvr

EKBI,IBUIEHTHA;

llac'roquuqr AoroBop ce cbcl'aBH B 'fph c/ln0o6pa'lnH eK3eNrrrJrrrpa. eitHrr 3a

I43flbIIHL{TtrIIt A )rBa 3a Il b3JIOXl4-l't1JItl.

Bb3JIO}Kh'fEJI: 1.431 I'btll l14 I'l rJ I :

lI. C tI ETOBOIII4-l'EJ I : .


