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CbAbPItAHI,IE

Hr AoKyMerrTarlrrflTa 3a yqacTne B flpoqeAypa 3a Bb3JraraHe
na o6qecrnena rrop6qr(a, cbrJlacHo qn. 31, a.n. I or 3OII

1 . Perueur.re 3a orKprzBare Ha npoqe.qypa 3a Bb3JraraHe na o6rqecraeua noptqsa _
s oraereu dafir.

2. O6xueuue, c Koero ce onoBecr{Ba orKpr,rBarrero Ha [porleAypara _ B orlellten

3. Texsuqecra cneqnrburauar.
0aftr.

7. o6pa:qr,'" o"^"#""r#1;;;ff dH;l "
7.1. llpunoxenr,re Nt 1 - raguxur"n"r, o6pu.:"r1, I_lenoso npearoxenr.re;
7 .2. flpuloxenue No 2 - sag:snxzreneH o6pageq: Texnnqecr<o npeanoxeurae;

- 7.3.llpluoxenue Ns 3 _ sa,(6rxuren"" o6pa."q, .{ex_irapaqnr "",". iS, ;. f , ,.3, nr,u np. c qa. 53, at.2 or 3arona ga *"p*"r" cperqy r,r3nr4pau " nu nuo")'auu4enrn0raqupauero ua (pvsu.rec*o Jr'qe, 4eficr:rr.rrereu co6crrenur< ;,op"*r.".J ;F;
r4JrH Apyfo o6paronanue. rlpe4cranr ce [pr4 noAlr{cBa'ero Ha aofoBopa sa o6u{ecrrgna
IIopsrrKa.

8. Crau4apren odpaseq Ha eAr4HHr4.f, erponeficrrz AoKIMeHT :a o6qecr
rlopcqKr (eEE!ofI;-i *zip $aiatr. 

4vr*r AunvMetrr 3' oo'oecrBlHx

4. Mero4ara :a onpeAenqHe Ha KoMueKcnara oqenxa ua o![eprara.
5. VrcasaHras sa no4roronxa na o1|eprara,
6. llpoercr ua 4oroBop c npr.troxeur4, KcM Hero.
7. O6pa:qra Ha .qoKyMeHTu - s orlereH dafir:
7.1. llpunoxenr,re No 1 - saguxur"n"r, o6pu.:"r1, I_lenoso npeAroxenr.re;
7 .2. flpuloxenue No 2 - sag:snxzreneH o6pageq: Texnnqecxo npeAlroxeur4e;



'MHOIONPOOI4AHA BO 3A AKTI4BHO NEqEHI,IE - OBPI4q"

TEXHI4IECKA CIEUI{OIIKAUI,Ifl

l. O6qu [3IrcKBaEur 3a KaqecrBo Ha MeAnrlurrcRara anaparypa:
1.1, .{a orroaopr Ha rr3ucKBaHrfira Ha rrJr. 82, wr. l or 3axona sa ue

usaerux (3MZ).
I.2. la wa nucrpyKqfir sa ]Trorpe6a na 6rnrapcrn ear,rr.
1 .3. MeAr,rr{uncrara alaparyp a Aa e tfaGplrvno uona,

Hepeqr,rKJrupana, HeAeMoHcrpaqrroHHa r{ npor.r3BeAena He rro_pano or 2018 roa.

2. Texnnqecru n3rrcmBanrrs KbM Meaurlr.tucKara a[apa'rypa:
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Texnr.rqecrcn
I3trCKBAHII' KLM

TIOKA3 ATCJIII

Maxcnuanua roBapouoclrMocr Ha Macara
3a no3nqrrour,Ipane ra o6es4nr,rxrane na

uuu. 45 kW

EKsrrBarerren/etlercnanen roruumeH Karralrytrer Ha

O6xnat na anoanoro nanDexenr.re kV unu. 80 - 140 kV
O6xnar sa arroanr,lr tor mA ruuu. 10 - 400 mA

Tarpgorenen AcreKrop aa ce nocorll{ T14116

Hafi-rrnrul-r Agrelcropeu eJreMeHT rro z-ocra

Muruuamto BpeMe Ha nbJrHo 3aBlpture (360.) na ne uoseqe or 0.8 cer

Henperrcua'ro cfi upaJrno cranupaue ne no-uarmo m 100
ceI(

{e6enana Ha peroucrpyr,rpaHr.rre cpe3oBe npu

ne no-r*lalxo or 1024
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x 1024
6.6 rvra r pHua Ha peKoHc lpyKukn He no-ManKo or .5 l2

x 512
o. /

6J

LKOpOcr Ha peKoHcTpyKlIr{r npu MaTpr4ua FIe IIo_
ManKo or 512 x 512

no-lra,rxo or 10
o6pa:a/cex

HE

BucoxoxourpacrHa piB.ueJrrrrenua cno-o6nocr .rpa
MTFO%

AA ce IIocor{H

t IlepaTopcKa KoH3OJla:
7.1 rlarraql.irer 3a clxpaHeHlle ua o6pa:u

l_lBeTeH Ar4cnneff

se no-ua.,rxo or 100
000 aerounpecapaHll

_ o6pa:a
7.2 pe3oJlroqlrt Mr4Ft.

1280 x 1024 u
pa3Mep Muu. 24"

7.3 Jaruc/ApxrrBupaHe Ha oopa3v e DICOM Sopuar ar,pxy
CD,DVD
JU I{TgpaTUBeH alnfopHT.bM 3a HaM:LtCRaHe HA nn2^TA

HAJII{qUE

HAJIIIqI,IE
7.5 I lporpaMa 3a oOeMHo peHnhDaHe
7.6 LoETyep 3a aBToMarr4rrHo cefMeHTrrpane (or4el*re ua

KOCTT4 r.I KpsBOHOCHU CT,nOBe)

L OQTyep 3a BltpTyaiHa eHnocKonH, c aBToMa.l HqeH
aHa-ltl4j Ha KpbBOHOCH H CbnOBe
I lporpaMll ra 3D peroHcrpyKuhr: B
3D SSD

peanHo BpeMe MPR,

IlporpaNllr sa o6eN{Hlr usrdepsaHuq 4.4r4HalMurrHa orleH(a

HanaqI4e

7.7
HaII-rque

7.8
HAJII,TTII{C

7.9
HaJIUqUe

7.10 llporpaua :a anruorpa$crl.r u:clegnanu_a - KT
aurrloroadtuu
PetyufipaHe Ha apre$aKrlr s KT aro6paNeHurra,
npa qHHeHH OT MeTaJrHl.l LTMOJ'jaHTu

HaJI Ue

HAJIIII{I4C
7 .11

7.12 zrHrepKoM 3a AByrocor{Ha KoMyHuKauu, MexAy
KOMaHAnOTO r4 nporleAlpHo rroMerleHrje

HarTltr{fie

JrexapcKa pa0orna craHrlus 3a o6pa6orxa Ha
MeAurIuHcKu uro6paxeuun u ArrarHocrnKa cr,c
c.neaHara rbyHxrluona,ruocr
KT ro:roHocronr" - urp@
BH3yaJrH3HpaHe! naHopaMeH rrpefnea Ha cTeHHTe Ha
KOnOHa B peaJIHo BDeMe.

H IIJII-IqI4C
8.1

8.2 rrepQy3u.{ - LoQTyepeH rraKer 3a aHa!,ru3 Ha
qepe6paruu xpsseHnorox

Harlll{ue

8.3 LoETyepeH naKer 3a OenoApooeH aHanu: _ orKpr{BaHe r{
aBToMaruqHo cetMeHTxpaHe Ha ne3r4rr s 6e,,Iare
Ap06oBe, malr$uilre Bt'3-trv Il nDVrH 06lrrq nnowepr.r

Hauuqr4e

rrry
9.1 v_r3BJrr.iqaHe Ha v3cne4Bauus 3a rlaurreHTr4 or r{H0pos

apxre. pa6orHa craHu r llnH -qpyra cHc]eMa 3a
o6pa6orxa Ha H:o6paxeHfig
DICOM Print

HAJII{qUC

9.2
HAJII{q}tE



ofo[PooI4AHA EO 3A AKTIdBHO AEIIEHI4E -

3a6e,neucxa: *Blsroxr.rrerm qe flpueMe rrpeAJroxeHr,re
Texnxrrqc(o pertreHfie 3a rorrJmHeH Karraqruer na rpr6ar4
r,r3r,IcrBalre IIo To3H rroKa3aTeJl.
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METOII,IKA
3A OIIPETETqHE HA KOMIIJIEKCHATA OIIEHKA HA OOEPTATA,

l. Kpurepaxr 3a BB3JraraHe
cloruortreHr4e Kaqecrro/qeua".

naparrrerpu (TlI)".
3. Oqenrara rro nora3areJr, 3a

tpoprr,rynara:

2. fTorazatenure 3a orIeHKa ca: "flpe4narana rleHa (U),, u ,,Texnuuepxra

ua o6qecrreuara rroplqKa e "onrurr.tahno

oqeuxa "flpe4larana rleHa (Ll),, ce onpe,qer4 no

I_{ = IluzuA{y x 70, ruaero
{ e oqenxara ua yqacrnfiKa rro ro3r4 noKa3areJr;
I{uan e naft-nrzcKara rrpelJroxeHa rlena;
IJy e qeuara, npeAJroxeua or orlenrBaHfi, fracrnrrK.4. Ouenxara ro floKa3arer.s 3a or{erKa ,,Texnr.rqecrr,r flapaMerprl (TII),, ce

9npe,4errr xaro c60p or orleHKnre ro crrea'rlre roaroKa3areJrri: o*op ua ilrri, f dal,Cropocr ua percoHcrplxqur B o6pa:/cex (Cp); Epofi nerapcrz pa6orr" 
"r*qr" <lliClll' "4.1, Oqenxara 

''o 
no,ryro*a3arenr ,,Oirop ,ru i"rrrp, a cu. (Of),, 

"" 
orrpa."_ oo

cJreAHXr na'rr4H: YqacrHr'rK'T npeAJrorc,rJr naft-rorsM orBop Ha r-eHlpr,r [oJrr{aB" 10 ';[t;:ffiT-" 
rpeArro)KeHr'e rrorryqaBa 5 rovrcu; BcrKo crreABarqo npeAnoxeHr.re nonyruuf i

4.2. Ouenr<ara uo lo,ryroKa3areJrr "Cropocr ua peKoHcrp],Krlr.r, B o6pa:/cer (Cp),,ce olpeAeJrr no cnea'n,r HaqlrH: yqacrurrK'T rrpeaJroxlu nafi-szcora 
- 
anopoa, ,upeKo'crpy*qns floryrraBa 10 rouxr'; cJreABarqoro [peAnoxeHr,re nonyqaBa s tornra; 

"c{rocJrelBarqo npeAnoxeHae nonfrana 2 roqrra.
4.3. oqenrara rro [oAnoKa3arer.s "Epofi rexapcru pa6ornu craurlar{ (JIpc)" ceonpeAeJrr rro cJreaHr'rr Haqrrn: ro 3 (rprz) nerapcrr,r pa60rnrn craHunrr - 5 roura; Har 3 (T$x)pa6oruu crarrrlr4r.t - 10 ro'rxr.r.
5. Korrtnrercnara orlenra na o$eprara e c6oplr or orle'Kr.rre no noKa3areJrr4Te 3aoqenra "flpe4naraua qena (Ll),' ra ',Texnuqecrur napauerpr.r (TfI)',.
6' flpe4roxenrarra Ha yrracrur4qr''e rpr6na aa 6:.1at noJroxr,rreJrHlr rucJra, 40-roneMn or HyJra. 3arcplrnane:ro Ha orle'Kara e ao BTop[r 3HaK cJrea AecerlqHara 3arrerar.
7. Maxcrzualuara orIeHKa, r(orro Moxe .qa [oryq, fracrurrr e 100 ro.nor.
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YKA3AHUq 3A' TIOAIOTOBKA HA O@EPTATA

1. [IoAroronxa ua or[eprara:
1 .l . tlpu noAroroB*ara ua o$eprl.ire yqac.i.Huuure ca IJr',xHH Aa clalBar

r43r4oKBaHr'rtra Ha B'b3noxI4TeJIt. o$eprara cJreABa ra orroBapr Ha u3LICKBaHASTa, nOCOqeHI4
B peureHrrero, o6tg,reuuero r.i AoKyMeHTarlurra 3a yqacrr.re B nporleAypara u na 6r,Ae
o$opn'reua ro npuJro)KeHure KGM aoKyMeHTarlr4rra o6pa.rqu, Koraro roBa ce r.r3rcKBa.
orronopuocrra 3a [paBrrJrHoro B63npr4eMaHe Ha AoKyMcHTarI uATa ga yqacrr;re ce Hoclr
eIT4HCTBeHO OT yqacTHurlrzTe.

1.2. O4eptare ce rr3rorB.f,r ua 6:slrapcxu e:ux. floxyiuenru, Kot4ro ca Ha qylKn
e3uK ce lrpeAcraBrr H B npeBoA na 6urapcru.

1.3..{o r,r:'ruuaHero Ha cpo*a 3a noAaBaHe ua o$eprure, BceKH yqacrHr4K Moxe
Aa npoMeHr4, Aa nonr'rnrl xJrn Aa orrerJru oQeprara cu.

1.4. llpe4cranxHero Ha o@epra rag'r,rxtaBa yqacrHr.rKa Aa nprreMe Har['JrHo
Bcr{qK[ r{3!rcKBaHllr x ycnoBr.It, [ocorreHu B pelleHrrero, o6qg,reguero H AoKyMeHTaur.]q.r.a 3a
yrracrr.re B rrporleaypaTa.

1.5. Bcexu yrracrHxK B npouetypara r{Ma npaBo aa llpeAcraBrr caMo eaHa oqpep.fa.
1.6. _IIr4rIe, Koero yqacrBa n o6e4uueuue r{nu e Aalo cbrJrac}re Aa 6lte

noAr.I3IrT,JrHI.ITen Ha Apyf yqacruuK, He Moxe Aa nolaBa caMocrorrelna o$epra.
1.7. B npoqegypa 3a Bb3.rraraHe ua o6rqecrneua nopbrrKa e4uo tlruslruecxo u:rr.r

ropr4Auqecxo nr{qe Molre aa yqacrBa caMo n egHo o6eguueHne.

e.qHa H

ro$2,

1.9. VqacrHrqare Mofar Aa ce no3oBar Ha Karlaqlrrera Ha rperx Jluua,
He3aBrrcLIMO OT npaBHaTa Bpb3Ka MelKAy Tsx, no oTHorleHr_re Ha KpIaTepIzLlTe, cBT,p3aHH C
lI(or{oMr{qecKoro u QrHaucoaoro cscrorHrre, TexHur{ecKrire cnoco6soctu A
npoQecaoHalHara KoMnereHTHocr. 3a rperure nuqa ce IrpaJrara .]r. 65 or 3OlI.

I .10. Y.iacrHr.rur4Te [ocorrBar a orf epra.ra cu noAn3r]b-rrurrreJrHTe u aeJa or
nop'brrKaTa, KoRTo Ie I]M BT,3JIoxaT, aKo B:L,3HaMepsBaT Ia u3nonlear Taxr]sa. 3a
roau3rrtJ'tHHTeJlure ce trp]t-llara .r,1. 66 or 30 .

He:asucuNro or Bb3MoxHocrra 3a l43nor3BaHe Ha rto.qlt3n:bnH]lTe.tu
orfoBopHocrra 3a I.i3nr,,rHeHue Ha AofoBopa:a o6rqecraeHa llopr,.{Ka e Ha I43tI6rH]iren.s,

Btg,.roNurersr HtMa Aa u3B6plIBa AupeKTHlI pa3rlnauaHll u
IroaH3rrT)JlHI.{TeJIItTe.

1 . I 1 . V.racrHlrrlure Morar na [ocor{Bar n oQeprure cu uurf opuaqu.rr! ](orro
cMqrar 3a xonQuqeuquarua Br'B Bpr,3xa c Hanuqllero Ha rGproBcKa raiisa. K,oraro
yqacrHr'rql{Te ca ce no3oBairr{ ua xou(ru4eHquajrHocr, c60TBeruara an$opuauu, rre ce
pa3KpuBa or Bt3JroxHTeJrr. VqacrHnqute He Mofar Aa ce no3oBaBar na rondueuuuajrHocr
rro ornorrleuue Ha npeanoxeHnma or o$eprrlre uM, Kolrro nornexar 

"u 
ort"nnu.

1.l2 Bcllqnr'r ao(yMeHTrr ce lpeAcraBrr B op,f'Ha,[ uJru Korrr4rr. 3aBeperr' or
yqacrHnra c "Brpno c opuruua,ra". ,{ex:rapaqaare }r 6aur<osrre rapaHrrur. no.uro runruo 

"aIl3r4CKBaT, Ce npeAcTaBqT caMo B opufllHan.
1.13. lluuara Morar aa noucKar rlicMeHo o' BT,3Jloxarerr pa3rcHeHus fto

perxeHr'Iero! o6se.ireur4ero r4 Aoxla{eHTaqxqra sa o6ruecreeHara rropr,qKa Ao 10 AUA n:pelr{
x3TlrrraHe Ha cpoKa 3a loryqaBaHe na oeeprure, a Koraro cporr,T e clKpareH lpu

1.8. Cn:sp:anu rr4qa He Morar Aa 6:s4ar cauoc r.o.rre.rrHll yrIacrHLiIIH B
cbrrla nporleAypa. floA "cnr,p:auu mqa,, cneABa Ia ce r{Ma rlpeABur olpeAeneHrrero
r. 45 or nP sa 3OlI.
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Heo6xoauMocr or cnerrlHo BT)3JIaraHe - Ao 7 AHu. B] g:roNLtteLrl.r npeAocraB, pa3qcHeHurra B
4-4HeneH cpo* or rroJryqaBaHe Ha IIcKaHero, Ho He rIo-KT,cHo or 6 n,'u npa4n ap,rno au
rroJryqaBaHe aa otpepru, a Kofaro cpoK'r e cbKpareH nopa4u ueo6xo4lrroi, or t,re,'nu
BS3JIataHe - Ao 4 Anr.r npe,{rl To3rr cpox. B pa:acueHrrrra He ce locoqBa nuqero, HanpraBr{no
3atrI'ITBaHerO. Br,:roNute:lst He npeAocraBt pa3flcHeltfl, aKO I.ICKaHeTO e [ocrGrILIJ]O oJrca
cpoxa no r'r3perreHue nr'pno. Pa:rcneHuqra ce lpeaocraB.rrr upe: ny6ruxyeaHe Ha npic4)nJa
Ha xynyBar{a.

2, IIoAasaHe Ha or[eprara:
2.1. lonyuenrrare, cB6p3aHrr c f{acrr{ero B upoueaypara, ce npeAc.faBsr or

yqacTHEKa! I'lJlI'I oT yn:bnHoMoIIIeH oT Hefo npeAcTaBI4Ten - IuqHo l4nn qpe3 rlouleHcll:a r4nl.i
,qpyra Kypr.{epcKa ycnyra c flpenopr,rraHa rrparKa c o6parna pa3[r.rcKa, Ha aApeca Ha
B:b3roxr.rrer.s: rp. [o6puu 9300, yn. "flaHailor Xutos" 24.

2.2. lolcyueurure ce lpeAcraBqr B 3aleqaraHa Henpo3par{Ha orraKoBxa, B.bpxy
Kogro ce nocoqBar: HaI{MeHoBaHI4ero Ha yqacrHl.rKa, BKJIIoqrrrerHo yqacrHlrqr{Te B
o6e4unenuero, Kofaro e npl4noxLIMo; aApec 3a KopecrroHAeHqr.It, re-ne$ou lI no B.r,3Mo;,r{Hocr
- tpaxc u ereKTpoHerr aApec r{ HauMeHoBaHrrero Ha rropr'qxara.

2.3.3a nonyrennre oQepru flplr B63Jroxr{renr ce
ot6erq:sar: noAaren na orfeprara; HoMep! Aara H .rac Ha
Bpr,uaHe ua otfeprara, Koraro e npunoxtrMo.

2.4. tlpu [onyrraBaHe na orfeprara BT,pxy onaKoBKara ce or6ersgaar nope,qHr.rrr
HoMep' Aarara u qaclr Ha nonyrraBaHero! 3a xoero Ha nplrHocllTe-[t ce u3AaBa AoKyMeHT.

2.5. He ce npl{eMar orfepru, Kor.rro ca [peAcraBeHr{ c.]reA u3Tr4qaHe ua rcpahnut
cpoK 3a nonyqaBaHe I{nu ca B He3aleqaraHa onaKoB(a uJII4 B OnaKOBKa C HapylneHa rrsnrlcr.

2.6. Koraro KT,M MoMeHTa Ha u3rr.+raHe Ha xpaiinru cpox 3a nonyr{aBaHe Ha
o$epru npe4 M{croro! onpeAeneHo 3a rtxHoro [oaaBaHe, Bcc orre LIMa qaKarqq .]rllrla, Te ce
BKIIOqBAT B CNI4C6K, KO'TO CE NOIN CBA OT NPEACTABITTCJI HA B63NOXI4TEJII. L1 O'I
npr]cbcTBallll.iTe ,ruqa. o$eprure Ha nHrIaTa oT cIIucT,Ka 9e 3aBer(AaT B perr4cT6Da Ha
Bs3JrOXr{TeJrt. He ce 40rycxa npr{eMaHe Ha osepru or r,rl{ua, Kor{To He 

"u 
onnau,-n, o

cn14cT,Ka.

2.7. B clytaure! Koraro otfeprara ce r43npaqa uo tlorlara xnu c Kyp[epoxa
clyN6a, yrracrHaKbT cnerBa Aa ocl{fyp]r neiiHoro cBoeBpeMeHHO npucrEfaHe rrperr4
u3rr'rqaHe Ha cpoKa 3a [oAaBaHe na o$epru. Pucrlr or za6asa uru:ary6eaue na or]eplara e
3a yqacTHI.IKa.

3. Crgrpxaule Ha 3aneqaraHara Herrpo3paqHa orraKoBxa H yra3arruq .la
TIOTIT,JIBAHC HA AOKYMEHTHTE B HCfl:

3. 1 . Onuc Ha npeAcraBeHure aoKyMeHrH.
3.2. CraHgapren o6pa:eu 3a elvHHtrt eaponeiicr<ll Aor()n'eHT :a o6rqecrnenu

nopr,rrKrr (EEIOD 3a yrracrHr4Ka, a Koraro e npuJroxr4Mo - 3a BceKrr or yrracrHuqt[Te B
o6eguuenuero, Koero He e IopuAurlecKo JIHIIe, 3a BceKr.r rroau3nbJlHr{Ter r-r 3a BosKo nuqe,
qlrltro pecypcr4 lle 6:sAar aHrarr<llparrr{ B LI3n:bnHeHIrero Ha nop6qxara.

Ha ocuonaHre \n. 67, ur. 4 or 3Oll EgunHulr eBponeiicKx AoxyMerrr 3a
o6ruecrseuu nopbqK' (EEAOil) ce npeAocraBq B ene*rpoHeH eug no o6pa:eq, yrB6p,4eH c
axr Ha Enponeiicxara KoMr-rclrr.

Elexrpounur EEAOfI e qacr or AoxyMeHTaqxqra sa o6qecrneHa nopbqKar
ny6rrxyeana na npo$u:ra Ha (ynyBaqa 3a KoHKperHara o6rqecrneua nopr,rr*a. vqacirrux:sr
norrr,JrBa eEE!O|I qpe3 rauSopuaquonnara cr{creMa 3a eEEIOII Ha aapoc

BoAr.r peflrcrGp, B Kottro ce
nonyqaBaHe; npuqr{H re 3a
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https://ec.europ4frr/tools/esod. B uusopl,raqroHr{ara cucreMa yqacrHr.rur're 3apexAar
npeaocraBeHur or Br'3Jroxrrrerr oafin Br,B Qopl,rar *.xml, no[bJlBar Ueo6xoAruIare rurn, "ro r.r3TerJrrr 14 3arra3Bar n:sn $oplrar *.pdf ll *.xml.

Br3roxr.irerqr r.r3r.rcKBa yqacrHrrrlrre Aa npeaocraBrr EEAOII B eJreI{TpoHeH
Qopuar, xofiro se rrt3BoJqBa peAaxTr.rpaHero Ha HeroBoro cb'qr,pxaH'e (*.pdf). {oxyveurlrrpr6na 4a 6rge no4nucan c xna,ru{uqupaH eJreKTpoHeH rroAnuc or Jr'uero. r(oclo e
3aabnxeHo Aa rroArrr.ilIIe EEAOII. E:rer<rpouuo noA[EcaHur.f AoKyMeHT, 3arrltcaH Ha onrr.lqeH
Hocurer (CD, DVD, $nalr nauer) ce rocraBs B onaKoBKara c o$eprara.

flpegocraeeuurr or yqacrHuKa Saitn, ctAbpxarq EEAOII ue rpr6era 4a e
3apa3eu c Br.rpycrl! .{a He cr,A6pxa MaKpocu finrl H3[b.]rHr{M nporpaMeH KoA. AoKyMerrrtT
cneaBa Ia cb.qbp)r(a [paB (uerpunrupaH) rercr.

He ce npueuar 3a peaoBHo noaaa€Hlr rro cMucr,r,ra na v,r. 67, a,r. 4 or 3OII
rroArrrrcaHu Ha pr,Ka H cxaHrrpaHrr EEAOIL

llogpo6no sa eEElofI yrlacrHl{qltre Morar Aa ce 3ano3HaJrr or Merorlrqecxure
yKa3aHrd Ha eneKrpoHHara crpauaqa na AOII.

IIpu nogroronxara na EEIOII cJreABa Aa ce rrMa npeABr{A cJreAnoro:
3.2. I . 9pe: EEAOI yqacrHr4Kbr AeKnapupa nlrrrcara Ha ocuoBaHrz{.r.a 3a

orcrpaHtBaHe a crlorBercrBr{e c Kpr{Tepr4nre sa nog60p. B sero ce nperocraB, c60TBe.fHara
r' rQopl'raqur, u3rrcKBaHa or Bb3JrOXIrreJrt, E ce npe.4craBqr AaHlru orHocr{o nyoluqsure
perncrprrJ B Kor4To ce c:bAcpxa uHQopl,raqr.u 3a aeKnapupaH're o6croqrercrBa !r,H 3a
KOMnereHTHUs OpraH, KoiTo c'rracHo 3aKoHoAarencrBoro Ha cS.TBerHara .46p)KaBa e
rnbxeH na rrpeAocrana unQopuaqrrr 3a re3r4 06crosrercrsa c,ryNe6no ,u srsrroNrr"Jr".

3 -2.2. B ,Jacm II, pasdett ',A; Ilueopivo4ua 3u uKoHo.MuqecKur. onepannp,,, 6
norremo "Irdenmu(turca4un" yuacrnuxsr cJreaBa aa orfoBopr{ B c'borBercrBne c
perrrcrparlurrra cr.i B rbproBcKnr pefr'rcrlp Hnr{ Apyf pefrrcrbp c.r,o6pa:no HaquoHaJrHoro cr.r
3aI(OHOAaTeJTCTBO.

3.2.3. B qacm II, pasde.n ,,A: tr4ueop;ra4un 3a uKoHo.MuuecKu, oneponnp,,, e
nonemo "@opna ua yuacmue" na EEIOfI yrracrHuKtr creaBa Aa orroBopr4 aur yqac.tr.a B
npouenypara Karo qact or o6e4v Heune.

3.2.4. B uacm Il, pasdet ,,8. Ilurlopua4un sa npedcmeBumeJm,ne Ha
uKoHotruqecKu, onepamop", yqacrHuK:br cneABa Aa orfoBopll B c:r,orBerclsue c
perHcrpaql{rra cr.i r] rbproBcKr.rr perHcr'bp r.rnr{ Apyr pefxcrT,p cro6pa:uo Haqr.roHajrHoro cr.r
3aKOHOAaTeJICTBO.

3.2.5. B qacm II, pa:det ,,8; llurlopna4un omHocHo LanoJt36oHer,4o Ha
Kana4utnema ua dpyzu cy6ercmu',, yqacrHI4KT,T cneABa Aa orroBopu aatlt rrle r43lroJ,r3Ba
Kanaqurera Ha Tperrr JII4IIa nO OTHOUTeHue Ha KpHTepHrrre, cBT,p3ar{x c rl KoHOMUqeCt(OTo r4
tpanauconoro c'crosHHe, TexHHqecKr{Te cnoco6gocru u npoQecuonarHara KoMrrereHTHocr.
3a gcqxo rpero nr{qe ce npeAcraB.s or.qeJreH EEAOI.

3.2.6. B ,lacm II, pasdetr ',f : I'luQtopua4un sa n.dusn7._ruumenu, ,tuitmo
Kana4umem uNoHo.ttugecKutm onepamop uzva da usnons6e,,, yqacrHLIKT,T cneABa aa
oTroBoplt KorI ca noar43n6JrHHTeJrrrTe. KOr4To llte no-]r3Ba.

3a scexr'r noAr'r3nr,nH'Ten ce lpeacraBs orAeJreH EEAOI. froaugur:'ruilerr, re
rprbra ga orfoBaprr Ha c.orBerHure xphrepuu sa nog6op cr,ooparuo Baaa , aena or
ropsqxara, xoiro ll1e ]43rrr,JTHrBar, 14 3a rrx Aa He ca Harruqe ocHoBaHu,3a o'rcrpaHqBaHe or
rporleaypara.

3.2.7 . B qacm III, pasde.n ,,A; OcHoaauun, csbp3aHu c HaKa3ame lu npuct <)u,,
yqacrHl]K:F,T AeKnap[pa HaJrLIr{Hero na o6crogre:rcrBara 3a orcrpaHqBaHe or yqacrue B
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npoueAypara [o rrr. 54, a,r. 1, r. 1 u 2 or 3ofl (ocr'N4aHe 3a rrpecrr,lneHr4s ,,o qr. 1Oga, u,r.
159a-159r, str. 792a, wl 209-213,.ir. 301-307, ,tn.321 uut.3llaor HK unu aHaronnqHr.i B
Apyra AT'pxaBa rIreHKa uru rpera crpaua), KaK'ro I{ npeArrpxerr.ire MepKlr 3a HaAexAHocr noqn.56 or 3Of], xoraro e nplrnoxr.rMo. Te::Ir ocuosaH}l, ce orHacrr 3a Jrurlara, Kor.rro
npeacraBnqBar yrIacrHl4Ka' qneHoBere Ha ynpaBl'irenHl] Il Haa3opHlr opfalrr4 r-I 3a Apyrr.ir xlrqa,
KOI,ITO IIMAT NPABOMOTIII,I' AA YNPAXH,SBAT KOHTPOJI IIPII B3EMAHETO HA PEU]EHH' OI 'I'E3H
opranu. Jllqara! 3aAbrxeHu Aa AeKnapr.rpar o6croqrercreara no qn. 54, ut. I, t. 1 u ?. ca
nocoqeHr'r s 'u. 40, a,r. 2 or llll3orl. Koraro u3r.rcKBaHrrrra rro .rr. 54, a,r. 1, r. 1 u 2 or 3ol I
ce orHac.sr 3a roBeqe or eAHo nuqe, Bcr{r{Ku nr4qa noArrrrcBar erHH 14 c6xl EEAon. Kc,raro e
sa-,ruue seo6xoal4Mocr or 3arqaTa Ha.[firrHure AaHHLT A-[U npz pa3Jruqr4e a o6c.roxrerc;-r sirra,
cB:bp3aHu c Jrr-rrrHoro c:bcrotHrre, lrHQopltaqurra orHocHo r{3lzcr{BaHusra rro.rJi. 54, an. I, r. 1

u 2 or 3ofl ce lon:bnBa B oraeJreH EEron 3a BcrKo Jrxqe r4Jr]r 3a HrKor4 or lauara. B
cJIyqaI{Te, Koraro ce [oraBa noBeqe or eArrH EEAOn, o(icroqterc reara, cB:bD3aHIr c
Kprrrepr{Hre:a nog6op, ce c6a:bp}Kar cavo n EE.(O[! noAn].icaH or nxue, *o.io n,urr,e
caMocrorre.lrHo Aa npeAcraBnrBa c:borBerurlr ctonaHcr<a cy6exr.

3.2.8. B uacm III, pasden ,,8: Ocuorsauua, c6bp3oHlt c nn,ulaHemo na da,r"qu u
coIuaulo0cuzypumenuu 6uocrcu' ' yuactuuxr,t Ae(napl4pa Hanurrl4ero ua o6croqte:rcrsar zL :a
orcrpa'sBaHe or yqacrue B nporleAypara no q:r. 54, a,r. l, r. 3 or 3OfI, T.e. ra''a r.rMa
3aAb'xeHHt 3a AaH:bIu4 I4 3aAbJltc{Te"rlHrr ocuryp}JTenHl't BHocKI4 no cMrrc6na ua vn. 162, an.
2,'r. 1 or loflK, xarto r npeAnpuerr.rre Mepr(u 3a HaaexAHocr no ql. 56 or 3ofl, Koraro e
IIpr.rnoxltMo.

3-2.9. B ,racm III, pasden ,,8: Ocuoeawu, csbp3aHu c Hecbcmormemucm,
xoncfnurcm Ha uHmepecu tnu npoeecuoHo.nHo Hapyuertue,, yuacruux:br AeKnapnpa
HaJlr4qrrero na o6croqte,lcrBara 3a orcrpalrsBaHe or yqacrr.re B rrpolleAypara no.ir. 54, a,r. l,
r. 4,5,6 u 7 or 3oll. ocnosaHnsra no qr. 54, r. 7 or 3ofl ce orHacrr 3a.[r4r]ara. Korlro
rrpeacTaBJrtBaT yrIacTHIIKa, qIeHoBeTe Ha yIrpaBuTenHH I{ HaA3OpHLI CrpfaHr.r u 3a apyrH Jrurla,
KOI4TO I,IMAT NPABOMOIIIH' AA YrIPa)KHqBAT (OHTPON IIPII B3EMAHCTO HA PEIX9HH' O'I' TE3}i
opraHu. Jllrqara! 3aAT"'rxeHx na AeKnapr4par o6crosrercrsara no qn. 54. a:r. 1. r. 7 ca
rocoqeHrr e qr. 40, uL 2 o.r IIn3O[. Koraro u:lucxeaHrrrra rro ql. 54, a,r. l, r. 7 or 3(Jfl ce
orHacrr 3a [oBeqe or eAHo nr.]qe, BcurrKfi Jurqa nolrrrrcBar eAuH r.r rl6rq EEAOI. Koral,l e
nanr{qe ueo6xo4HMOCT OT 3aUlHTa Ha nr.IqHrrre naHHrr unr4 nplr pa3naqve n o6c.rorte:rc.rn3ra,
cB bp3aHr'r c nr4ilHoro cbcroqHue. nnQopvaqh'rra orHocHo u3r4cKrla1u'Ira no .Ir. 54, ut- 1, r.. 7
or 3ofl ce uonr,JlBa B oraeneH EEAoll 3a Bcr*o -rrlrue HJrn sa HJrxou or nr{rrara. B c,ry.rar.re,
Koraro ce no.qaBa noBeqe or eAuH EEIiOil, o6crosre,Tcrsara, cB.bp3aHu c Kpvrepr. rre 3a
noa6op, ce cbAT,pxar canro o EElOfl. rroAnr.tcaH or nuue, Koero Moxe caMo,crorlerHo aa
npercraBllfBa c6orBerHr4.s cronaHcKr.r cy6exr. flog ,'xoH$nuxr na anrepecu', cnelBa Aa ce
pas6upa olpeaeneHHero! aareHo B $ 2. r. 21 0r !P ua 30f1, xoraro 

"r.ro*r,,,"n"r, ,a..,u,
cJly)KurenE UJTI4 HaerlI or Hefo nl4qa rr3B:bH HefoBara crpyKTypa. Kolro yqacrBar B
noAforoBKara urH Bb3jrafaHero na ooulecreeHara nopr,r{xa r4nlr Mofar Aa roBru.s:s.r Ha
pe3ynrara or Heq! r4Mar aHrepec, Kojiro Moxe ra Boar.r 40 06rara ro cMlrc:bna sa ql. 54 0r
3axoHa :a nporueo4eficroue Ha Kopylur4{ra u 3a orHeMare Ha He3a*oHro rprgo6uro
uMyrlecrBo u ga xofiro 6u uor:ro Aa ce npueMe. qe BJrr4re Ha rrxHara 6e:rpu crpacruoc.l n
He3aBucrlMocr BT,B Bpr)3(a c B63JraraHero na o6rqectseHara rrop6qKa.

3.2.10. B uacm III, pasdet ,,1-: Cne4urfuunu Ha\uoHo..tutu ocrlo,atlhtrr t(.t
u3tnrcq6aHe " yracrrruxl,r 4eKJtapr{pa Har,IlirIr4ero Ha:

3.2.10.1. O6croqrercrgara 3a orcrpaH.sBaHe o.r yrracrue B nporleAypara no qn.

11, -. 1. r. 1 N 2 or 3OlI (octx4aue 3a rrpecr.nreHr.rq no qr. 172, wr. 194_20-g, q,r. 213a-
21'7,'rst. 219-252 u 'aL 253-260 u q,r. 352-353e or r{K uru aHarrofuqHr.r B Apyra r(r,pxaBa
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r{neHKa r4Jrl.i rpera crpana). Te:}r ocHosaHl.It ce orHactr 3a JIUqara, Kor4TO npercraBr.sBar
yqacrH'Ka, qJreHoBeTe Ha ynpaB'TenHu I4 HaA3OpHri OpfaHI4 I{ 3a Apyf}I Jrrrqa, KOLITO HMaT
npaBoMolqut Aa y[paxHtBar KoHrpon npr4 B3eMaHeTo Ha pelreHur lJT re3r.r opraHu. JJnqala,
3a4bnxeHu ra AeKJrap[par o6crorrelcrnara IIo qJr. 54, at. 1 , r. 1 u 2 ca locoqeHr.i s qr. 40.
ur.2 or nll3oll. Koraro ugucrsaHurra rro .u. 54, a.r. 1, r. I z ll or 3ofl ce orH€rc'r 3a
noBeqe or eAHo nr.rqe, Bcr]qKrr -[uqa noanr4cBar e.qrrH 14 cr,u EE,qo|I. Koraro e uarruqe
Heo6xoAuuoct or 3aulr{Ta Ha nrrqHl4Te raHF|? UJ\U np}I pa3nl.rq}le I o6crol're,ror.eara,
cBT,p3aHH c Jrr4qHoro clcroqHfiel ran$opnraufiq:ra orHocHo H3LIcKBaHLj{sra no vl. 54, a,r. 1, .r. 1

u 2 or 3oll ce [onGJrBa B orae,reH EEAon 3a BcrKo J*1uc r]Jrrr 3a HrKor or rlluara. B
cryqarrre, Koraro ce noaaBa noBerre or e,qrrH EEAOII, o6cror:re:rcreara. cBr,D3aHu c
Kpr.rrep[r{Te sa no46op, ce cbabpxar car,ro n EElOfl, noanr.rcaH or Jruue, no"io,o*a
caMocrosrenHo Aa npeAcraBnsBa c:borBerHu.f, cronaucru cy6ext.

3.2.10.2. Cnlp:anocr c Apyr yrracrnrlK B npoqeAypara no cMncr,na na ii 2. r. 45
or !P Ha 3orl, ese Bpr'3*a c $ 1, r. 13 u 14 or !p Ha 3aroua ra nycin'{uHoro np"Anuru". ,ru
UCHHH KHI4)I{A,

3.2.10.3. flpevru :a yqacr'e n o6rqecraeuu nopr,q*r4 no ql. 3, r. g or 3arona :a
uKoHoMrqecKnre u QunaHconure orHoIIreHus c apyxecrBara, perr4crpr.rpaHr4 B Iop!{cALIKUU}i
c npeQepenqua,reH AaHlqeH pexuM! cBT,p3aHfiTe c r.sx JIIlqa LI TexHI4Te .4eilcrgl4re,Jrurl
co6creeuuqr.r, ocBeH axo e HaJII{qe u3xrror{eHuero no.L,r. 4 or cr,rull,3aKoH.

3.2.10.4. llpegnpuerlrre MepKu 3a HaAexAHocr no qn. 56 or 3OlI, Kouaro e
rrpr.IJloxrrMo nu Hanwfl4ero Ha u3KrrorleHus no ql. 4 or 3ar<oua 3a I.IKoHOMI{qeCKIt.re u
$uuanconrre orHo''reHr.rs c Apy)KecrBara! perrrcrpr.rpaHr.r B ]opr{cnr.r(quu c npe{repenqua-nen
raHbrreH pexr4M, cB:bp3aHIire c rtx nuqa I{ TexHIne 4efictnurelHu co6crnenuqz;

3.2.11. B vacm IV, pasde.n ,,A: foduocm,' B nonemo ',,Bnucaaue a cbomaemeH
nporlecuouaaeu pezucmtp" yqacrHlrKtT nocoqBa AoKyMeHra.r c roilro roKa3Ba
c:borBercrBr'rero cH no paBAen IIL1.1) or o6ssreHnero 3a onoBecrJrBaHe ua o6ruecrreHara
nop6qKa: I . la ca r6proBrIr.r Ha eApo c MeIHrIr.rHcKr4 v3x.envs Hnu npou3Bo,4RTeJru Ha
Mear'1qr'rHcKr-r fi3a9-[r4.s, ycraHoBeHr.r Ha repuropxsra ua peny6r.ura Er,nrapur; 2. !a
rlpl.{Te)r{aBar BaJII4rHa JII.iUeH3r.It Sa pa6ora c LI3TorrHuqIr na fiourz:upr[qu rr,qettr4s, u3,llaAgHa
or AreHrlarra 3a rApeHo peryJrr.ipaHe

Yvacruur, HMaru flpaBoro Aa r6pryBa c MeAr.rrIr4HcKH :a3l\erus, roilro e no.nvqurr
pa3pelueHr4ero cr.I 0T KoMnereHTeH opraH Ha r:bpxaBa-qneura sa EC r4nl.r Ha apyra a:bp)r{aBa- crpaHa no cnopa-:yir.reHaero 3a Enponeficxoro HKoHoMHqeoKo npocrpaHcrBo. H.rrr.r Ha
Kou$e4epaqul Llleefiqapux, npu noAnr4cBaHero Ha AoroBopa cne,[Ba Ia 6r.I,e Br]'calt B
pefrrcrtpa no ql. 81 or 3MI4, g Kaqecrsoro My Ha nuue no ql. 7ga or:3MI,l.

3.2.12. B qacm IV, 1yrcea "B; TexHuqecxu u npo(tecuoua.nuu cn.co6uoc,,r.tu,' o
notemo "vnpaeneHue Ha sepuzama uo docmuexa" ylacruaxr,r rocorrBa AoKyMeHTa! c KoriTo
aoKa3Ba cr,orBercrBr{ero cr{ I]o pa3Aen III.l.3) or o6qereuuero 3a orroBecrrBaHe Ha
o6rqecrneHara nopr,q*a: ceprr,$lrxar 3a npr4naraHe 14 roAlt'pl*aHe Ha crcrer4a 3a
yrrpaBnegl4e Ha KailecrBoro EN ISO 9001 ulutru EN ISO 13485/134fi8 glutru eKBr.rBarreHrHa.
c o6xear s o6racrra Ha npor.I3BoAcrBoro r/urr] rrlproBr4.f,Ta c MeA ur.rHcKr] H3ae,Tr4s.

3-2-13. B ,tacm IV, pasden ,,8. Texuuuecru u npofiecuanatruu cnoco6uocmu,, rs

nonemo "Bt stazaHe Ha nodusnt, tume.ru c npo4eHmHo uspactceuue" yqacrHrlK:br rocoqBa
Aena or [op6r{Kara, rofiro ule BT}3JIoxx Ha trolu3rlt,:rr{r]Te-[.

3.2 14. Yqacrufirl'Te ca AJrbxHr Aa yBeAoMrr nrrcMeHo B'L3ro,*urer.s a 3-gnenen
cpox or HacTbnBaHe na o6croqreJrcrBo rro 'fit. 54, at. 1 0r 3011, irexnapapaHo or rrx B rraclA
ll n lll ua EFnOn.
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3.2.15. Y'racrHfirlzre Morar aa r43rro-]r3Bar EEnon, r<ofir:o seqe e 6ur u:n,l,r:sarr
npu npeAXoAHa rrpoqeAypa sa o6rqecrneua rropbqKa, np]r ycnoBr{e! qe norB6prs.t, qe
cbAT,pxaulara ce B Hefo uurpoplraqzr Bce oqe e aKTyarnHa! npH yo.'roBfisra tta \n. 44.. an. 2
or ITI]3Oll.

3.3. .{oxyveuru no q:r. 45, ast.2 or IlIl3On 3a AoKa3BaHe Ha npeAnpt4errrre
MepKr.r 3a HaAexAHocr rro q,r. 56 or 3OII, roraro e flprrJroxnMo.

3.4. llpu fracrHr{rla o6e4anenur, Kor{To He ca rcpuAlrqecKrz :lliqa _ Ko'}re or
Ao(yMeHT, or KotTo Aa e BrrAHo rrpaBHoro ocHoBaHrre 3a cG3AaBaHe aa o6eauuesuero. KaKTo
rr creaHara lrusoplraqul B:r,B Bp!3Ka C KOHKperHara o6qecrnena nopr,qKa: Ilpar]ara r.r

3aAbrXeHUSTa Ha ) raoTHrrrlrrre n ooegnueur.tero; pa3npeAeneHHero Ha orroBopHocrra
Mexay qJreHoBere ua o6e4uuenuero; Aeiinocture, Kolrro uje u3n6,'IHqBa BCeKI.I qj:reH Ha
o6e4uneuuero.

3.5. I]enono flpeAJroxe'v e, cr,a'pxauo npeano)KcH]rero Ha fracrH'(a o.r.HocHo
ueuara 3a rrpr.rAo6ranaue - no 3aA:bn)Klrre.rreH o6pareq llpll,roxeuue J\! 1.

flpegloNeuara qeua rpr6na Aa e B neBa, 6e: !.{C, 3aKpr}rneHa Ao Bropu, 3HaK
cnea aeceTr4r{HaTa 3aneTa-rr.

IteHororo flpeaJro)r{eHlre Mor(e Aa He ce .'ocraBq B orAeJre' 3anerrara' rrJr',.!
TT'R KATO Bb3JIOXIITEJIflT E IIPEABHAIIJI PA3TJIEXAAHETO HA AOKYMEHTIITE A  CTAHE IIO
peAa Ha v,r. 104' att.2 or 3ofl, npu Koero orleHKara Ha rexHrrqecKure H ueHoBfll.e
flpeaflor{eHHq Ha yqacTHrrIIHTe lrle Ce H3Br,pmu npea[ pa3fJrefiaaHe Ha aoKyMeHTHl e 3a
cr,orBercrBHe c ftpHTeprrnre ra no46op,

3.6. Texnuqec(o npeAnoxeH14e, c:sAtpxaqo:
3.6.1. TexHu.{ecxo npeAJroxeqr.re - no 3aAlnxrrrelen o6pa:eq flpuloxresrae j\b 2

K:I,M nOKlMeHTaqrrtTa 3a yqacTl4e.

B ro:l.r 4oxpterir yr{acrHHKT,T:

- flpanu [peAnoxeHr4e 3a AocraBKa Ha 64-xaHa:ren, llZg-cpe:oe KoMnrcTbpeH
rol'rorpaQ. MoHTax, BSBeXAaHe B excrlloararlut, BKnroqltrenHo I43fOTB.rrHe IZ Cl,fJIacyBaHe
Ha nr'rre3aulr'rreH npoeKT Lt flonyriaBaHe Ha rxueH3llt or AreHqulta 3a sapeHo pefynHpaHe]
o6yueHue Ha nepcoHa[a H fapaHrrr{oHHo rroM6pxaHe Ha MeAr.rquHcKara anaparypa! Karo
rocoqBa MapKa, MOAeI! rrpolr3BoIHTeJr, roar.rHa Ha rrpou3BoacTBo.

- flpaeu npeAnoxeHue ro noKa3arer'rs 3a orleH(a "Texnuqecru naparterpa (Tfl),',
raro n ra6:raqara ro roqxa 2 cpel]ly BceKI4 noalloKa3arell n0coqBa npeanoxeHuero cl.t.

- flocoqea s ra6luqata no rorlxa 3 cloreercrsuero Ha npeAJlalaHara
MeruuxHcxa anaparypa c H3t{cKBaHHrra Ha rexHr{rrecKara cnequ$ureLqur:

-- B xo,rona 4 ua ra6tugara no roqKa 3 flocoqaa flapaMerpr{Te (tf ynr<quoua:ruu,
TexHI'rqecKIr Ir3r4cxBaHr4.s! pa60rnu xapaKTepl4cruKH t oKoMnJ'reKToBra) ua npearararar.a
Mear.rqr.rHcKa anaparypa;

-- B xo,roHa 5 na ra6:ruqara no rorlKa 2 nocoqea crpaHuqara or KaraJror,
I]pocfle(T, rlporyKToB J]Iicr IrJIH Apyr AoKyMeHT Ha npoII3BoAI4Tert, Ha Ko.sro e IrocoqeHo
cr,orBercrBl{ero rra flpeAnoxeHI{ero c LI3r.tcKBaHl4rra rro KoJIoHa 1 or ra6allqara.

- Ilparu npegnoxeulre sa: cpora-/cpoxoBere n pa3Mepa Ha nnarlaHe;
- llpana lpeAnoxeHrre 3a cpoxa Ha AocraBxa; spoKa 3a jlroHTax( n B6Be)KAaHe B

excnnoarauur; cpoKa 3a o6yueuue Ha nepcoHaJra, cpoKa 3a rapaHrrr4oHHo no&q6pxaHe;
cpoKa 3a oTcTpaHrBaHe Ha noBpeAH B cpoKa Ha fapaHqHoHHoTO nOAILp)ItaHe.

- lexrapupa cpoKa Ha aa-rruguocr ua o$eprara,
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- AeKnapEpa ccfJraclreTo c14 c KJIay3r4Te Ha npr.uloxeHl4,r [poeKT Ha IO|OBOp;
- ,,{en,rapupa apyru o6crornencrBa, TlgHoKBaHU OT BT,3JrOXI.ITert r4 nocoqeHu B

o6pa:eqa ua 4oxyMeHTa.
3.6.2. {or<yueHT 3a yrrlnHoMorqaBaHe! Koraro nurlero, Koero no4ana o$ep.r.trr.a,

HC E 3AKOHHI4qT [PCACTABI.iTCN HA YIIACTHI,IKA.
3.6.3. llpocnexru! Karano3rr, npoAyKToBu nvcrt4 r4Jrr4 .qpyrr4 paBHo3HaqHu

AOKYMEHTI] HA NPOI]3BOAUTEN', NPEBEAEHII HA 6UTAPCXU E3I-iK, AOKA3BAUIH CT,OTBETC'IBHETO
Ha npeAnoxeHHero c r.t3rrcKBaHuqra K6M MeAr.rrluHcKara anapaTypa (rexulrvecru u npyru
rapaurerpu): rfyHxuuoHa-nua, TexHHqecKr4 E3r4CKBaHu.s, pa60THu xapaKTepr4crrrKu H
OKOMII.]IEKTOBKA. B TE:U AOKYMEHTII YqACTHI4KBT 3AAbJI?ISITE,THO rPr6NA 4A OT6C,rCXU
(ro4ueprae) rr HoMep'pa BceKH or rrapaMerprre rro KoJroHa I ua'a6ruqara ro roqxa 3 or
3aar'.fl]Kr.rrerHus o6pa:eq na "Texnuqecroro npeanoxeHrre 3a r43rr6JrHeHr.re Ha nop.brlKara
rlpa:toNenue No 2 raxa, qe Aa craBa tcrro Ha[]rr{r4ero Ha ctorBerHrlre tf ynnquoaa:rul.r,
TexHarrecKll It3HcKBaHLlr, pa6oruu xapaKTepucrr.rKll lr oKoMlJreKToBKa.

B63.nolnnrensr He rr3rcKBa rrpeAcraBe'rrre or yqacrHutllrre aorrTMeHTr.r Aa6r4ar uocraneHn B orAeJrnrr rrJtHKoBe, nanxu u/u,ru gxo6one 3a AoKyMeHTu,
.{onvlreurnre Morar Aa 6nqar nocraneHlr cno6ogno B onaKoBKa.t.a c or[eprara,

4. Pa:r,rexgane Ha o{eprure:
4.1. Ilo:ryveHzre o{epru ce orBapsr ua ry6:ruuHo 3ace.qaHue,'a Koero Morar aa

TIPI4CbCTBAT YqACTHI]UIITE B TIPOqEIYPATA IIJII{ TEXHH YNCNHOMOIIIEHII NPEICTABUTENII, KAKTO
H rrpgAcTaBrrTe.[r4 Ha cpeAcTBaTa 3a MaCOBO OCBe.qOMrBaHe.

4.2. BrsJroxurenqr [peABx](Aa pa3rnexAarero ua otfeprure aa ce r43B6pmrr no
peAa Ha .lrl. 104, an. 2 ot 3Ofl, npu Koero or]eHKara Ha rexnaqecKnre r{ uenotsrlre
fipeAJloxeHr.r.tr Ha yqacTHHrIr4Te xle ce 3B:bprrlli npeAu IIpoBexaaHrSTo Ha npeABapuTenHr_1.,I
noa6op.

4.3. leiicrna.ara Ha KoMr.rc'rra 3a rr3BT,prrrBa'e ua no46op Ha KaHAlrAarure r.t

yqaclrHr'rqure, pa3fnex.qaHe rr oueHKa Ha o$eprure (KoMr.lcHrra no.{.n. 103, a.n. I or 30lI) ce
LI3B:bprrrBaT B cneaHaTa [ocJleaoBaTeIHocT:

4.3.1. xoMucfi.sra orBaps no pgAa Ha rsxHoro rloor:r'rBaHe 3anerraraHrire
Henpo3paqHIi onaKoBKI4 H onoBecrsBa rsxHoro c'blT,pxaHI4e, BKrIorII.ITerHo peAnoxeHuxfa
Ha ytracrHuuHTe no noKa3arert 3a oueHKa Ha o$eprure:

4.3.2. rexuflqecKoro I.t qeHoBoro npelnoxeHlte Ha BceKri or yrlacrHr{rll1Te ce
nonnr{cBar Hat-Ma,lKO OT TpXMa rrneHoBe Ha Kor{ucu.sra Ii ce npeanafa no eAHH or
rlpI4c:bcrBal{r{Te rlpeAcraBIzrenl4 Ha npyrllre yqacrHHIIH Aa ru IIoArrr{]-ue, c Koero rv6,ru.ruara
qacT 0T 3aceaaHueTo I]puKnror{Ba;

4.3.3. xorrrlclrsra pa3rnelxAa rrpeAcraBeHure ot|epru u
uz6pttuut xprlrepnii 3a B:r,3JrafaHe re3r.i or rsx! Korlro ctorBelcrBar
o6.gseu14re ycnoBr{r;

oqeHqBa c:bfnacHo
Ha npeABapriTenHo

4.3.4. xoul.cr'sra pa3rJrexna AoxyMeHT'Te, cB.bp3aHr{ c rfiqHoro cbcroqHr.re 14

KplrrepHr{Te :a nog6op. Ha yqacrHlrurlre B HH3xoA.sr! peA crpsMo flo:tyr]eHrrre orIeHKr4;
4.3.5. Koraro ycraHoBr.r Jrurca, HerrtJlHora urrl HecrlorBercrBl.Ie Ha

aHtpoplrauulra. BXrrcrIIITerHo HepeaoBHocr r.r:ru dtaxrnuecxa rperIIK€r, HJrII Hec6or.BercrBTe c
H3HCF:BaHl{rra K:L,M JIHqHOTO C:bCTO{HI.ie rinH Kpnrepr{Irre sa nog6op, xoMHcl.irra nucMeHo
yBeacrMrBa yqacTHuKa;
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4.3.6. n cpox 4o 5 pa6orna .ryru or rr eTo Ha yBeAoMJreHr,reTo
Moxe Aa rrpeAcraBu non EEIOII u/utru 1pyru
Lrlr4nra AorrbnueHa un{opMarlur;

KOT4TO C6,45pXaT

4.3.7. xowncuna pa3nrex,4a AoKyM cB6p3aHr,t c JII{TIHOTO
Kpr,rrepur,rre aa no46op .qo ycranoB.rrBaHe Ha C I,I3I4CKBAIII'TA HA
rtacTHr4tlr4, (Or.rTo Kjlacrrpa Ha rrbpBo L BTOpO
ca oueHeHL, He Ce KJr,tcr4par,

ocTaI{aJII,ITe J IaCTHI,II{I4, qI4I,ITO

AOEPI,Iq 9300 I yr.'naHatm xmoB', 24 t 4axc 058/600414 El €-mail: oblb@borgon.ner
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IIPOEKT

CTAIUIAPTI43I4PAH A3EU HA

noroBoP 3A O EHA NOPbIIKA
3A .IIOCTABKA I,I PEMOHT CTIEIIIIAJII{3I4PAHA

MEAIIUI4HCKA ATYPA

J\t..............

Anec ..............2018 roa., n rp..{o6prav

rrpeAcrasJrrBaHo or ,{-p Caerosap Eafi.ren fI
,4pyxecrBoro, Hapr4rrasa Haprrqas/a,/o 3a KparKocr

IIpeAcTaBJrrBaH

B

Hapv'ran/alo ra rparxocr II3IIbJIHIITEJI, or

Bb3JIOXI4TEIUIT n
or rfrx rroorAeJrno ,,Crpana", Ha ocr{oBaHr4e
[opErrKLI u Peureur,re Ns ..,... - - -... -.............
I43[bnHI4TEJI na o6qecrreua nopbrma c
.araparypa - 64-rananen, l28-cpesor
"MnoronpoQunna 6onnnqa 3a aKTr4BHo
eKclroaTaIII4S, BKIIOqTTTeJIHO I43fOTBtHe r4

noJrfraBar{e Ha rurleH3r4s or AreHrlnrra 3a rApeHo
rapaHrlr4oHHo noaABpxaHe Ha Me,4r,rr{lrHcKaTa

ce cKJrroqr{ To3rI AofoBop
nopsq(a IIpfi cneAHr,rTe ycJroBlrr:

I. TIPEAMETHANOIOBOPA

9.nen 1. Ilpe4rvrer
( I ) Br:aoNrarenrr Bt*Jrar4 a

co6crgeHocrra na Bt3loNutelg Ha HoBa
KoMrrroTbpeE ToMorpae, MoHTDK, BbBexAaI{e B
c6nrac]tsaHe Ha ISrrBarqI4TeH npoeKT u
peryJrr4paHe, ooyqel{IIe Ha nepcoHaJra 14

- llsnrrnurereu .{r.rperrop na
OXI,ITEJI, or e,qua fipaHa,

BIb3JIOXXTEI-f, sa
: .I{ocranr<a Ha HoBa

TOMorpaQ 3a Hyx,qr,rTe

.{o6pnv" A.{, rrronrax,
Ha JISqe3aUETeH

o6yreur,re na n

nopr:r") aa B!3Jrararre Ha

[pr4eMa Aa aocTasr{ r,r

araparypa - 64-rana:ren, 1

BKJIIOqI,ITEJIHO

Ha Jmrlerr3r,rr or Arenqugra sa
IIOAABPXAHE HA

exAy:

"MHO| OIIPOOI4JIHA EOJIHI4IIA 3 AKTI4BHO nEqEHI4E_AOBPI{q' AA
rp. .{o6przv, c6c ceAuunrrqe r.r 44pec Ha : rp. ,{o6pu.r, yn. "flanafior Xuron, 24,

oblb@bereon.net, ELIK 174t4ly\2.rerr. 058/600160, gaxc: 058/600414, e-mail:

IIJI.

TOA.

HA

B

LI

aflapfiwa, cbfJracHo TexHl,rqec(oTo r{ qeHoBo ua Vzrrtmwlenn,
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qacr or ,{oronopa cperqy 3aAbrxeHr,rero Ha Aa s flpr.eMe r.r Aa
AOrOBOpeHaTa rleHa cbfJracHo ycnoBu'ira, no-.4oJry.

,{ocrarxnara rrle4r.rqnncxa araparypa cJre.{Hr.rTe TexHr,rqecKu [apaMeTpr,r:
Mapra.........
MoAen...........
flpor.rsnogzrea:.
foguna na npor3BoAcrBo:.................

AOEPII'{ 9J00 I yn."naHafim XrroB' 24 t OaKc 058/600414 El e-mail:

Texnrl.recrrl
noKa3areJl[ Ha
MeAITIUHCKATa

Marczua:rna roBapoHocr.rMocr Ha
Axcecoapr,r sa no3r-rq[onr,rpaue r,r

ErGrmareHTeH/etbermseH Torlllxueu

O6xsar Ha aHo.rtrrur ror( mA

Mumar,rarnro BpeMe Ha nufio

eoenEHa HA peKoHcTpyrrpaHrrTe
O CKAHUDAHC B MM

Cropocr Ha peKoHcrpyKrlur npx
Marro or 512 x 512
Bucororonrpacrua pa3aeJrr{TeJrfi a
MTFO%
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Oneparopcra xouro,ra:
7.1 l(aflarlraTer 3a c6xpaueHr4e Ha o6na3ra
7.2 Ilneren Aucnnefi

3anrzc/Apxuur.rpa"@
CD/DVD

7.3

7.4 3D rzreparnnes a:rlopr{TGM 3a HaMaJrrBaHe Ha .qo3ara
7.5 flporpaNra sa o6eMHo peuAr.rpane

7.6 Co(fryep :a anroMarrrrrHo ceruenrupane (orgenrue na
rcoc:[r r.r rprsoHocg4 crgone)

7.7 Co(fryep 3a Br.rpryaJrHa eH4ocKorrur c aBToMarr4r{eH
aHaJrr,r3 Ha Kp6BOHOCHT4 C6AOBe

7.8 Ilporpaura sa 3D pexoncrpyxrlrlrr: B peanro npeue MpR,
3D SSD

7.9 flporparr.rr.r ga o6euHr.r r,r3MepBaunr u IHHaMrzqHa orIeHKa
7.10 flporpava sa aurrnorpa$crz r.r:clegnanr,rx - KT

anraorpa(brzpr

7.11 Pe4y'qnpane Ha aprelfarru r KT uso6paxeuzma,
lpI4qLIHeHI4 OT MeTIIJIHI.I I.IMnJIaHTI,I

7.12 llnreprou :a gnyflocoqHa KoMFrnKarInr MeXAy
KOMaH4TOTO r,r npoqe.qypHo [oMerqeHr4e

"llercapcxa pa6orna crarrquq ra o6pa6orra na
MeA[rIuHcKn r.rro6paxenr.rr rl Atrarnocrrrrca cbc
c.neAHara Oyrr$rlnorraJrrrocr:

8.1 KT rcononocrou[r - BapryaJrua eulocKontu, 3D-MPR
BrfiyaJrn3lrpaHe, rraHopaMeH npeffreA Ha cTeHrrTe Ha
KOJTOHa B peaIHO BpeMe.

8.2 flep{ysux - CoQryepeu ar(er 3a arraJrrr3 Ha
qepe6parHrq rptBeu rroro(

8.3 CoQryepeu naxer ea 6elo4po6en anamrs - orxpraaate r.r

aBToMarr.rrtHo cerMenTr.rparre Ha nesuu s 6erure
Apo6one, fiirr.rOnr,rre nlgrra 9r Apyrr4 o6ngE nporraenr.r

Mpexonn DICOM Oysrquu:
9.1 Llgtmrqane na rE3cJreABanrir 3a fiaqlrerlr or qr$por

apxr,rn, pa6orna cran:4rl,t nJrr4 Apyta qrcreMa 3a
o6pa6orra na rco6pareHr,rt

9.2 DICOM Print
9.3 DICOM Send./Receive
9.4 DICOM Worklist
9.5 DICOM Structured dose reoort

(2) Ocneu ,qocraBrara no aJrr4uer l, tpe4uemr ua .{oronopa BrurroqBa 14

r.r3[brueHr.rero Ha cnean[Te,ueftEocrr.r:
1. 4ocrarrca Ha MeArrrlrrrrcKara alaparypa Ao Mrcroro Ha aocraBKa, flocoqe'o B

uacroxrqux [ororop;
2. ruonraxcftrncrarraqrrr Ha aocraBe'ara Merr.rqx'c^a afiapat;rypa r.r B'BexAaHp B

el(cflIoaTauI,uI:
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J. r.r3roTBrHe n cr,uacyBaHe Ha Jrbqe3anIHTeH npoeKT r{ tloJlyqaBaHe Ha,Tr4UeH3Ii'
or AreHrtHrra 3a rApeHo peryntrpaHe;

4. oOyvenue Ha rrepconzrna Ha Bb3noxl,trerq;
5. rapauquonuo rroAAtpxaHe Ha MeAr.rqnHcKara

ueo6,xo4riuare qacTtl u MaTeplranr4, B paMKnTe Ha CpoKa 3a
cqr.rraHo or Aarara Ha noglr4cBaHe ua llporoxo:ra 3a MoHTax Iz

flpli.uoNeHue Ns 2.

HapexAaHe no

anapaTypa u AocTaBKa Ha
fapaHrlr.roHHo rro.qA6pxaHe,
BT,BeXAaHe B eKoIIIOaTaIIHq

Ia. K"IIAY3A 3A OTJTOXEHO LI3IIb.IIHEHIIE

rlreH 1a.(1) Hacronqurr AoroBop ce c.KJrroqBa npr4 ycnoBnero Ha .rtr. I 14 or
30rI. I4snr':rgenueT o Ha aofoBopa lIIe 3anoqHe calro n c:ryvail, qe crer cKJrrorrBar.rer0 My
Mlrnucrepcrnoro Ha 3ApaBeona3BaHero ocurypu @luancupauero Ha aocraB*ara B paMXHTe
na S.nnaHcoeara 201 8 ro4uua.

(2) BHnoxI4TEJI-fr ne Hocrr orroBotrrHocr npel r43rrrIIHr4TEIIA n c:ryvaii,
ue tfruaucupauero ne 6r,ae oclrfypeHo. B ro:u c:ryuaii BcrKa or crpaHure Moxe aa nor.rc*a
lpeKparsBaHe Ha aoroBopa 6e: npe4u:necrue cneA r43.r.uqaHe Ha rpr4MeceqeH cDoK or
CKJIKIqBAHETO MV.

II. IIEHI{ I4 HAqITH HA TIJIAIIIAHE

tl.neH 2. Ilena
(1) 3a u:nl,rneur{ero Ha npeAMera ua,{oronopa, Br,::toNurel.lr ce 3aAT,rxatsa.4a

3annarr.r na Zgnr,ruurer-x o6rqa rleua B p,BMep Ha............. ( .... ...... .),rena 6e: [.{C ll(.... . . . . . . . . . . . . . . . ) leaa c BKnrorreH !!O, cr,r:racHo qeHoBoro My npeano)KeHlre!
Hepa3AenHa rtacr or Hacrosruux .{oroeop.

(2) llocoueuara qeua e xpaiina u BK.rrroqBir BcHqKr4 pa3xoAr4 rr Bt3HarpaxAeHur Ha
tr4gntnuuterq 3a r,3'''nHeHl4e Ha npe.4Mera Ha Ha(]ToslII4q .{oroeop, nuro, ,ro He caMo:
pa3xoAr{Te 3a TpaHcnoprr.rpaHe u AocTaBKa Ha Merlr4rluHcKara anapaTypa Ao Mqcroro 3a
aocraBKa' BXnloqllrenHo onaKoBaHe' TpaHcnopr, piBonaKoBaFle, ToBapeHe, pa3ToBapBaHe!
uHcranupaHe! MoHTax, BsBeXAaHe B eKorrnoaraqr4t Lr [pI.IBe)KAaHe n pa60ruo cr,cror]rue,
roroBo 3a [pHeMaHe rr eKcfinoarallx{, H3rorB.{He H o:bf-]racyBaHe Ha .[br{e3arqureH rIpoeKT I4
no-[yqaBaHe Ha JrnrIeH3rrr or Areuqufla 3a sapeHo pefynr4paHe. o6yveuire Ha cneuHarrkcl.u,
aocraBKa Ha u.f,nara rexHl4qecKa H cepBl43Ha AoKyMeFITauLIt, BcnrIKu pa3xoALI 3a u3BT,pmtsaHe
Ha fapaHuHoHHo rro/IIT,pxaHe (rpy4, pe:epnnu rracru r.r KoHcyNlurrr"). nu*ro H pa3xoAr{Te 3a
orcrpaH{BaHe 3a cMerKa Ha r{ or l43nr,:ruutels Hil BcuqKu rexHuqecKH Hel{3rrpaBHocru.
Bl,3HuKHaJrH He no BuHa sa B':.noxare,tq H noKp'Tri or rapaHrIuoHHHTe ycnoBnrr u
fapaHIII4oHHara orfoBopHoor Ha 14:nl:nrr,t'reJq.

(3) lloco'reHara B Hacro.q'u'nf, ,{oroaop qeHa e xpaiiua r4 ocraBa HenpoMeHeHa 3a
cpoKa Ha lencrBr4eTo My.

9.nen 3. Haqurr na rrJraruaHe
( 1) ll,rarqanuxra ce r.r3BbprrrBar n 6:urapcxr.r JreBa, c rrJrarexHo

cJIeAHara 6anrona cuerxa, nocoueua ot tr43rrGJIHr4Te.DI:

I4.;;;";;;;;' 
" ;';;;; o; y".ro'"uu o".rerro Br,:roxurers :ra BcuqKH

nocneaBarlu npoMeHrr Ha 6anKosara My cMerKa B cpoK ao 3 (rpu) .qufi cqr.iraHo or MoMeHTa
Ha npoMrHara. B c,ry'rai ,ie l-4lnr'rH re,l.rr He yBenorlh Br,r,roxurers B To3H CpoK. CqHl a Ce!
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"_.oit-U,tgt"rgun n",

no rocor{eHara B Hacroqrrlut .{reH 6auKona cMerKa ca HaAnexHo

loronop ce H3BT,pluBa,

ce u3BTlptrrBa

2. flporoxon 3a MoHTax r4 BBBexAaHe B eK{Jtuoaraqaq Ha MeaI.IuHHcKara
anaparypa! rroarrxcaH or aBere c..pauu unu y[6-rrHoMorqeH' or rrx J]xrla (flpr.uoxeuze
m z),

3. flpororo:r 3a u3BbpueHo o6yvenue Ha r{eAur{r.rHcrrzr nepconaJl, nocorreH or
Br,:,roxure:lg sa pa6ora c Melvqur{cKara anaparypa (flpu:roxeHue Jr{! 3);

4. oarrypa, {3naAe'a or tr4gnuulrrers ,n noanfica'a or B:sg:roxur",rq urr,
yn:bnHoMoqeHo or Hero JII'{qe' c:brbpxaqa Bcl{rrKr 3aKoHoBn peKBr43arr4.

III. CPOKOBE. M,'ICTO VI YCJ,IOBI4.g
TIPEMI{HABAHE HA COECTBEHOCTTA I4 PI4CKA

HA AOCTABKA.

f,I.[eu 4. Cpoxore rl Mscro Ha aocraBxa
(1) Hacroxiqz' loroeop Bnr.r3a B cuna or AisTa'a Ha noAlr{cBar{ero My 14 H3rr4rra

creA I'I3TI{rIaHero Ha cpor:a Ha rapa'q}IoHHoro non qr'px(aHe Ha Me,ur4rILIHcKara anapar.ypa,
npeAMer Ha .{oroeopa.

(2) Cpoxrr 3a AocraBr(ara Ha MeAHrIr_rHoKara anaparypa e .......... (. .... ..1
KaneHrapHr4 AHr{. Crrr4raHo or .4arara Ha ocr{ryprBaHero ua $urrauozpaHero or crpaua ua M3
''o 

rrJreH I a, r.t3p.BTopo HJIL' or rrrlpBoro nnaqaHe no .qoroBopar, tB cnyqau. qe ra*oBa e
npeABr.rAeHo.

(3) Cpoxlr 3a MoHrax r4 BT,BexAaHe B eKorr.rroa rauli, Ha
arlaparypa e ............ (.............) KaleHAapHrr AHr.r, cne! AocraBKara
Aarara, Ha xoqto Bs3roN:arenrr npeAaae noMeuleHllrra, n xoulo rpr6ea
MeAHrIr4HcKara anaparyp a rln.rorqa4xara).

MEAHIIHHCKATA

I-I crruTaHo oT

aa ce MoHTupa

(4) Cporr,r :a o6yveHue Ha crrequalucrlr, rrocoqeHu or Blg,roNr1relx :a pa6ora cMeguqllucxara anaparypa e ................. KaneHlrapsn AHr.r, cqr4TaHo or cqr4TaHo ornorn cBaHero Ha llporoKo.[a 3a MOHTa]K H B'Be)KAaHrS B eK.U'ararrr4q llpzroNenrie Nl 2.(5) Cportr 3a fi3forBqHe Ha JT:bqe3arrlrrruus npoeKT 14 BHacsHero My 3a
c6rna0yBaHe n AreHqulra 3a q.qpeHo perynupaHe e cpcrK]r.r Hil locraBKa Ha MealluuHcKzLta
anaparypa no an 2

(6) Cpor<r,r 3a cr,rracyBaHe Ha r6qe3aulx'rr4r npoe(T lt rronyqaBaHe Ha n'qeH3u,
or AreHL{H{Ta 3a .[ApeHo pefynnpaHe e 2 (4ea) Meceqa or BHaorHero rra [poeKTa.

(7) Cponr,r 3a rapaHqaoHHo noAlbpxau€r Ha MeAr.ruuHcKara anaparypa e(. ... . ...) KarreHAapqtr Meceqa. cqr.rraHo or nornr.IcBatrero Ha flpororola ta
MoHTax l,l BbBexAaHe B e(crrJroararlur flpuroNeHrie .l[s 2.
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(8) B c:ryvaii, qe npr4 ri3nr,.rrHeHr.rero e ueo6xo4uua npoqeAypa 3a cr,rJracyBaHe,
pa3perne'rre z/unn 4pyro AeilcrBue, npou3Tnqaq' or HopMarrIBeH aKT' CpOKOBere ,Io arr.3,5, 6 u 7 ce yA'nxaBar c BpeMero, ueo6xo4rzr,ro 3a npor.r3Hac{Hero Ha c6orBer'',
KoMneTeHTeH OpraH.

(9) Mrcroro r{a AocraBxa e e rp. ,{o6puv, y'. "flauaftor Xuroe,, 24, "M6AJI-
!o6puu" A!, Or4eleuae "!uauusno leqeHl.re".

9,res 5. Vcnocrlq Ha ,rlocraBna
( I ) locrarxa
I . I4:ul,:rHrlrertr ce 3a,46JIxaBa Aa .qocraBrr Ao Mrcroro Ha AocraBr{a u B

CT'OTBeTHu.g CpOK Ha AOCTaBKa, cbOTBeTHO Aa npiJxBbpnri co6CreeUOcT-ra u [peAaAe HaBlsroNarer.{ Me/xr4rlllHcKara anaparypa, npeAMe.lt Ha AocraBKa, orroBapnqa Ha
TEXHI{qECKHTE CTAIIAAPTI4 I'{ I,I3I{CKBAHUq II OKOMIIJ]EKTOBAHA C I,IHCTPYKIIII' 3A EKCN.[OATAq[q
Ha 6r,,rrapcxu e:ux, ceprutfurar', pa3peureHn, 14 ullcrpyxuuu u npenopbK' 3a cbxpaHeHr4e
u eKcnroaTaqus, KaKTo H C Apyrlr IoKyMeHTH Ir aKCOCOapU.

2. I4gnr,lsurerqr peAaBa raA"rlrna*uiu arraparypa Ha yrrnuoMorrleH
npeacraBl4Te-lr na Brga,lxlrte:rq. 3a crorsercrBlrero Ha aocraBeHara MeAI-iqI4HoKara
anaparypa u fipl4eMaxero ii no BHA, KoJrvqecrBo, KoMloHeHTH, oKoM[JreKToBKa ce noArrr4cBa
flprreMo-rrpeaaBareneH nporoKon, nrn soprra:ra r{ cr'c c:bA6p}r{aHr.rero cGf;racHo llpu,roNenue
l'le 1 (,,flpueuo-npe4arareneH nporoxor") or crpauz.le rr,rn rexHLr y[:r,JrHoMorqeHr4
rlpeAcraBlrreJlu, cJIeA npoBep*a 3a: orcr,crBlle ua ,,Hecr,ornetcrnlta,. (ne4ocrartqu,
gesercrn, noBpeAH, 

'UnCtt 
uluru HecborBercrBHr rra AocraBeHara Merr.rqI.IHcKa arrapar.ypa

I4lI'InIi npr'rapyxaBaruara q aoKyMeHTarIHt r{ aKcecoap}r c H3ucKBaHr4rra Ha Hacrorrqus
floroeop, KaKTo r{ c re}.HuqecKure xapaKTepl.Icrr.r*I4 r.r s r43r.IcKBaHu rra, rIpeAcraBeHH B
Texuuqecroto lpeAno)Kerrue ga l4gnlmture:rr, HaJrIIque Ha oKoMUIeKToBKa Ha aocraBKar.a r
rrpeacraB{He Ha AOKyMeI{TLrre, r{3rcKBauII4 Ce CbfnacHo roqr<a 1 Ha Hacrosrqara anuHe.s.
flpr'reuo-npeqanare,rHrrr lporo*on c6a6pxa ocHor]aHr.rero 3a c'craBrHero uy (nolrep ua
4oronopa), cepuen uouep/cepniinu uolrepa nnn Allyru llneuru$uqupaq" ,*grq"""nuru
anapaTypa aaHHa.

3. I4snr,lnurelgr yeegouaea Bt3JToxrzrens B cpoK or 3 (rpz) aura npeABapr.rrenHo
3a r{oHKperHI'ITe larr4 14 -oac, Ha Kolrro rIIe ce r{3B6prrra rocraBKara. flpu npe4ananero ua
MeAHrrlrHcKa anaparypa, I'lsrbrHllrerrn ocufyprBa na Ilr:loxsre,r.r Heo6xo4zvoro clopeA
o6cr.sre,Tcrsara BpeMe aa.s npefnera 3a TBHI.I HeC',bOTBerCTBr4t, Karo c'rqoro He MOX. aa
Hageuutaaa 3 (rplr) .qHu.

4. llpr.r xoucrarltpaHe Ha sBHu Hec6orBerc-rsu.r, B':roNureJ'qr Hi\{a fipaBo Aaor*axe Aa I'oAnHrxe npue vo-npeAaBarereH nporo*on. I] resa c,ryuau, crpauure rrornr{cBar
KOHCTATIIBEII 

''POTOKOJt. 
B KOiiTO CC ONHCBAT K')HC IATI.PAHI,ITE HEC6OTBETCTBI4,,I, I4 CE

Iloco.rBa cpoKT,T. B KoriTo cr' lure rqe 6r,gar orcrpaHeHu. C:reg orcrpaHxBaHe Ha
HecborBercrBl4qra. crpanure rroanr4cBar ABycrpaHeH JJpaeirro-npe4aeareJleH rlporoKon 3a
npHe\raHe Ha ,locraBKara. B c,ryuaii qe Hecbo I Be.rcrBH rra ca cbluecrBeHH , Ue 6saar
orcrpaHeHr'I B paMKl.ire Ha aaAeHfis or Brs:roxure,rt cpoK, r{nu rpH sa6anxne Ha aocraBKa.ra
Ha Merurrr4Hc(a anaparypil c rroBerre or 30 (rpa4ec;r) guu, B.s:loxr'Terqr uN{a npaBo Aarrperparrl ,{oronopa, Ka(ro 14 fipaBo na ronfrr] HeyoroiiKa B pa3Mep ua 10 %o (lecer
npoqeHra) or crorlHocrra Ha aofoBopa! KaKro rr Aa nonyqr4 06parno 

"""tn" nnuran,
aBaHcoBo or BlanoNarelr cytru.

5. flo4lrcnauero Ha rrp'eMo-npeaaBarenHr4.'{ [poro*on rlpuroNenne Ns r 6e:ga6e,rr:xxu r'rMa cl.rjrara Ha nprieMa'e Ha AOCTaBKaTa or crpalra Ha BrgnoNarer,r, ocBeH B
CNYT{AI-ITE HA CKPXTI'I HECbOTBCTCTBH', KOI4TO HC M:O.AT IA 6r,4Ar YCTAHOBEHH IIP,.
o6Hxgosegaq nperner H:a Me.qrrrlrrHcKa alaparypa. llpuevanero Ha ,qoc.raBKara Ha
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MEIHIII{HCKA A''APATYPA C I]PHEMO-NPEAABATCJIHI4' TIPOTOKOJI TIO IIP}iNOXEHIIE .}{! I H,MA
OTHOIEHHC KbM YCTAHOBEHIITE BNOCJIEACTBI4E HCC'OTBETCTBI,IS B CPOKA 34 fAPAHqI.{OHHO
rroAl{:bpxaHe.

6. Br,sroNuren.{r ce 3aab.[xaBa Aa yBeAoMr4 rrr.rcMeHo tr4gnr:runrers 3a BcuqKrI
cKpl'lrrr HecsorBercrB't' Korrro He e Mofln Aa y3Hae npu nplreMaHero Ha aocraB*ara B opox
ao 3 (rpa) aHr{ or y3HaBaHero !rM, Ho He ,,o-K:bcHo or r{3rr{qaHe Ha cpoKa 3a rapaHrlr{oHHo
I1olll,plKaHe.

7 . lrpw uwtutue Ha qBHI'r Hecr,orBercrBlir, roooqeHll B xoHcrarl,BHv.s lporoKon
no ro'Ixa 4 ulutm ]Jpu HarTrrqlle Ha cKpr{TLI HgC60TBerCTBr.It, KOHCTaTI4paHH Or B:ssroNlzrerrl
lr cto6rqeuu ua tr4:nr,:rttaters no peAa Ha rorIxa 6, Zgr:r,:ruzre:rrr 3aMeHq .qocraBgHara
MEAI{III,IHCKA ANAPATYPA AJII,I CI]OTBETHI,I' (OMNOHEHT C5C C6OTBETCTBALIIII C I.I3I4CXBAHI{',1'A HA
Hacrosrqur ,{ororop B (lpoKa, rrocorreH cborBerHo B KOHCTaTuBH}L lporoKon u/unu s
pa3yMeH cpoK cneA nonyrraBaHe Ha yBeAoMneHr4ero rro roqKa 6, rofiro He Moxe ,4a 6rAe no_
A:L'n6f Or 14 (verupuHa4ecer) r<aneugapuLl a',u Am4 ueHara no .{oroaopa ce HaMaJrrBa
C:bOTBCTHO C IIEHATA HA HECbOTBETCTBAII]IITE (OMIIOHEH: 4 LITIII C PA3XOAIITE 3A OTCTPAHqBAHE
na Hecr,oreetcrBr{tra' a.Ko roBa He BOArr AO [poMrHa B fipeaMera Ha nop:bqKara \4
3ana3BaHeTO Ha Te3Lr KOMnoHeHTU no3BOLrrBa HOpMaIHaTa eKcnnoaTaqr{, Ha Mea}Iu}rHoKaTa
anaparypa.

8. B c:ryvaure Ha Hec'orBercrBrg, locoqeHr.i B KoHcraruBHur lporoKon rlo roqKa4 BtsroNl.rerrr He an,.'x' 3arr-[a raHe Ha AT,JI*I4Mr4 Ha u3rIanHLITeJIt cyM]r npeAn
orcrpaHtBaHero Ha HecborBercrBa[Ta II H3rI6nHeHI4e Ha OCTaHaJILITe yCnoBHr 3a nJlaxlaHe,
npeaBuAeHr-t n .{oroaopa.

(2) MoHraN
I' I4gnlnHnrensr e ,4JIGXeH Aa fiplirn]oqx LI3Irr]JIHeHIrero Ha Bcur{KIr aefiHocrr-r

cB6p3aHIr C MOHTaXa (ltncra,raqltara) I4 B6Be)r{AaHe B eKsnnoarau[r Ha M.AU.UtHCKa
alaparypa B cpoK or . KaneH,4apHlr ,qH[t, crll{raHo or larara Ha noArrrrcBaHe
Ha npueMo-npeAaBare.rrHujt rrporoKon llpuloNenue No 1 .

2.3a u:nr,pueHr.rt MoHTarrr 14 B6Be)r(AaHe Ha MeALIIIxHcI(a anaparypa B
eKcrrnoararlus Crpauure. nnr4 yntJIHoMoI{eHr.I or rrx J,ruua norn}IcBar nBvcrDaHeH
npo'roKoJr, nr,n Sopuara 

'n 
c6c cr,AbpxaHuero rro flpuloNeune Ne 2. uepa:4enHu uua, o,

Hacrotluus loronop. Br':lroNrarersr IIMa npaBo aa orxaxe Aa noanrrule lporoKona no
HacTo.srqur ToqKa ao oKoHqaTeJIHOTO B'BelKAaHe Ha MeALtquHcKa alapaTypa B
excnroaralluq. B crerleH nr)3BoJI;1BarIa Hesa6asrraTa u 6esnpenrrcreena ynorpe6a.

(3) H:rormue l:ra nr,rre3arrlureH npoeKT, cr,rnacyBaHe n rlo-[yqaBaHe r{a JruqeH3us
or ArcHqxsra 3a rlpeHo perynlrpaHe:

I . ]4:nl,ru'rr:r' r.I3rorBt .[6qe3aur4TeH 
'poeKT B c',orBercrBlie c

HHBECTHIIUOHHI{q NPOCKT IA NPCYCTPOfiCTBOTO HA CT,IqECTBYBAIqI,ITE NOMETIEHI,I' B TAKI,IBA 3A
pa3rroJraraHe Ha KOMrrOrrEpen rouorpa<f r4 B cTlo,rBercrBr4e c I.i3raae'ara Bu3a 3a
NDOEXTI4DAHE.

2. 14:n6:rHlrrerl{T BHacr Jr6qe3alqr.lrHt4,
rurrleH3us or AIP.

lpoeKT 3a cBrJracyBaHe 14 noJlyqaBaHe Ha

J. Bl:,roxnre. rg r
[t3n6.]IHr.rTeJIr I]o nocTxfaL[eTo
npoeKr.

ce 3aA6rxaBa ra ora3Ba neo6xogtruoro claeiicrsue ua
Ha cboTBeTCTBHe MeXAy nbrIe3aIIUTHHS 14 HHBeCTITUI4OHHU'

3a npeycrpoiicrBoro Ha
KoMnrorcpeH rouorpa$,

qacTTa 3a nT)qe3alllllTHlls

4. flo:ryuanauero Ha Brr3a 3a npoeKrvpaHe
cbllecTByBauuTe rroMerqgHl.tr B TaKLIBa 3a pa3IroJrafaHe Ha
u3roTB.sHeTo Ha T4HBeCTI.iIIT4OHHU,I [pOeKT, C LI3KnrOqeHr.re Ha
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rIpoeKT, nonyqaBaHero lla pa3pelxeHne 3a crpoe)K u IloAroroBKara Ha roMeureHlI' r.a e
3aABJIIKeHLIe Ha BT,3JIOXHTeI'.

(4) O6yveuue Ha nepcoHar.ra
1 . B cly.rafi qe I,I:nr:rur4rersr HMa

xaa-nurpuxaqulra u o6panonauuero Ha cnequantrcrltre,
ArtxeH aa yBeAoMrI 3a roBa Bt::roNurelg nr{cMeuo!
nornrrcBaHe ua aacronqur loronop.

2. Vsnrr.uuleltr I aJIr)KeH Aa [pnxnloqu o6yveuaero Ha creuuarlucrlrre Ha
BbsroNr'{rerx B cpor or KaneHAapHII AHu, crlnraHo or noarll{cBaHero Ha
flpororora 3a MoHTDn r BT'BexAaHe B eKcnroaraquq rlpzrorxeHue Ns 2. trbnlrnure,qr e
anr,xeH Ao oclirypu AocrarbqeH 6pofi o6yuanarqrrr KaKTo I1 

'prjcr,crBuero 
HM Ha Mrcrol.o Ha

AocraBKa v u'"cranupa''e na MeAuquHcxara anaparypa! Karo BpeMero u rparpuxrr ua
o6yueuue ce cbrJ'racyBar veN4y CrpaHure.

3. 3a nrnr,pneuoro o6yveuae Crpauure, unu ynr,-rrHoMorrleHn or r.qx luua
noAnu cBar .qBycrpaHeH nporoKon! are Qoplrara n c6c cr,A6pxaH'ero rro llpr.uoNeuue No 3,
Hepa3aenHa qacr or Hacrotrqr.rr loroeop. I43nr:rnu.re:rsr He Hocu orfoBopHocr:a ga6as.sHe
ua o6yueuuero nopaAu orcl,crBr.re Ha cneqrraJll-rcrure Ha Bb:.rroxEte,1s IIo BpeMe Ha rreplroaa
na o6yueHIaero, rIpH ycnoBI{e, qe e yBeaoMHlI rrucMeuo Brg:roNure.:rs 3a raxoBa orcr}crBue.

4. 3aMqna Ha cnerltanlrcrll, rroalrelxauru ua o6yuente e aorrycrrrMa n cpox go 2
.4Hu, cneA HaqaJroro ua o6yuenltero I{ He noBer{e or ABa rrr'ru.

9,reu 6. Koraro I4snr,lulrrel.sr e cx.rnoqr4n aoronop/4oroeopll 3a
noAu 3llbnHeHlre, pa60Tara Ha 

'oAH3[T]JIHI4T.JI 
Te Ce npaeMa or Br::roxurerx s

npficr,crBl'rero na tr4gnr'lunrert r.r rloAr.r3nl.rrHurenr [o peaa r4 rIpH ycnoBlrrra Ha Hacro{urr4.,I
!oronop, np[noxr{Mu rrNr 14:utmrure:rq.

rLren 7. flpeilruHanane Ha co6crneHocrra lr pucKa
co6crseHocrra 14 ptc(a or c:ryvaiino noBpexAaHe rrJIIl noruBaHe Ha MeAI4Irr.rHcKa

araparypa npeMI-IHaBa Or I4:n:r'ruErert BT,pxy B's:ro>xute,[r or aarara Ha nornl4cBaHe Hallporoxola 3a MoHTax Il BlBe]KAaFre Ha MeAuTILIHoK a auapi'uypa B ercl-rroarar]l{,
llpnroxenae J\! 2.

IV. TIPAIIA I4 3AAT,J,I)KEHIIA HA CTPAHI4TE

{,ren 8. Ilpana u 3aar,,rxeHrrq Ha trIrnr;rulrre,rs
I. I4:n6mrurt:rqr ce 3aAbJIXaBa Aa. noc.taBl.r MeAI.rrIt4HcKa anapar.ypa,

oKoMnreKToBaHa cr,fracHlf u3xcxBaHr4qra na ul. 5, a,r. 1 a npa4pyx{eHa c6c c60TBerHHTe
ao(yMeHTrr! KaKTO U Aa npexBT,pnu co6crseuocrra B6pXy Heg na Br:,roxurejrq e
AOIOBOPCHI]TC CPOKOBC I,I Cb|JIACHO YCNOBIJ,{TA HA HACTO,{U.IHS IOTOOOP, lIA MEAI.IIIHHCKATA
alapaTypa u aa r BbBeae B eKcnnoaTauHt.

2. tr4znrruuretsr e a-[:b)KeH Aa LI3nr'JIHr4 3aa6nxeHr4rra cu ro .{oroaopa u ga
y[paxHrBa BcHqKLITe ca npaBa, c or-[eA 3atur{Ta nHTepec]ire na B:bsroNuters.

3. 11:nr'lsrlrelrr ce 3aAT'JrxaBa ra rr3B'prnBa reKyrqa rroAAp'xKa r{ rapaHrlrioHHo
o6cryNnane lra MeaHrIHHcKa anaparypa B paMKr{Te Ha cpo*a 3a rapaHu'oHHo no&qbp}KaHe,
I'pH ycnoBI'Irra I{ cpoKoBe'Ie na ro:r.r.{oronop, cr}orBerHo npu ycroBliqra Ha fapaHI_u4.sra.

4. tr4srn l.nuten'T ce 3aA6rxaBa ra orcrpaHtBa 3a cBot cMerKa r{ B AoroBopeHHTe
cpoKoBe BCr{qKH HeCT,OTBeTCTBUS! IIOBpeArr, getfexTn u/u:tz ottorouesas Ha AocraBeHal.a
Meruqr.rHcKa anaparypa, rrporBeHu u/unu otrcpuru B paMKHre Ha cpoKa 3a rapaHrruoHHo
noar6pxaHe' KoHcrarvpaHu u npeArBeHU nO peaa Ha Hacrosrr{Hg ,{oronop u c6fJracHo
fapaHul'roHHuTe yCnoBHr. I4gn:s,'rHHrerqr ce 3aar,JrxaBa npu orcrpaHqBaHe Ha noBpear.r,

onpe,4eneHu a3I4CKBaHHt K6M
xouTo rle 6r,4ar o6yuanauu, r.oii e
B cpoK or 30 (rpugecer) guu or
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AEQEKTU HJIH HCAOCTAT'bIIII, KAKTO 14 IIPII H3BbPII]BAHE HA IAPAHUI{OHHOTO NOAAI,P)I(AHC AA
BJrara caMo opufrrHaJrH[ pe3epBHu r{acTr4 u MaTgpl]ar]u.

5. I4gnr'rH'renqr ce 3a,4:r'JlxaBa Aa cna3Ba npaBr4nara 3a B'TpeIIrHzt peA, KaKTo u
xHfI{eHHI4Te I'I3LIcKBaHI.lt 14 Lt3HcKBaHvfl ga 6e:onacHocr B tloMerleHr4.sra ua l4gnr:rHuteJrx r.r

Aa u3n6rHqBa 3aA:bnxeHusra cu ro loroeopa 6er ga npeuu Ha HopManHoro nporuqaHe Ha
pa6orara ua Brgroxr.rre:rq.

6. flpu rouuo u HaBpeMeHHo H3II6.lrHeHue Ha 3an'bJIXeHI4tra cu ro Hacrorut'
floronop, I4:nl:rn.re,rsr uMa npaBo Aa noryqu LIeHara no floroeopa, c'rnacHo
onpeAeneHr.rTe cpoKoBe r.r pa3Meprz Ha njraqaHe.

7. I4snr,rur.rrersr ce 3aA6rxaBa .qa cxnroqr4 4oronop/4oroeopa 3a noru3rbnHeHr{e
c rocorreHr.rre n oQeprara My norr43[b-]rHr.{renr{ B cpoK or 7 (ce4eu) nHI{ or cKrroqBaHe Ha
Hacrosrqr'rs .{oronop. B cpot< 4o 3 guu o'r cKJrroqBaHero Ha AoroBop 3a rroAr.I3rr:bJrHeHr{e rnrl
Ha aorrsJrHrrreJrHo cnopa3yMeHXe 3a 3aMrHa Ha fiocoqeH n o<feprara noAll3nr,nHrrren
u3rrL,rHl-ITersr It3npaua Konr.Ie Ha AoroBopa unrr Ha AoTT6JIHHTeTHOTO CnOpa3yMeHI4e Ha
BT'3roxl'irer.s 3aeaHo c AoKa3arencrBa, qe ca r{3nbJrHeHA yclroBv'^ra lo q:r. 66. u.r.2 u 11
30I1.

8. I4snGrHr.rrertr HMa npaBo aa ltcKa or Br:ro;rr.rre:rs ueo6xogr.ruoto
cr,Ael]crBr]e 3a ocbqecrBrBaHe na pa60rara no {oroeopa, BKJTIoqUTeJIHO [peAocraBqHe Ha
HyxHara rentpopuaqua r{ AoKyMeHTI-I 3a rr3nbnHeHl.ie na loronopa u na neo6xo4r{ntz.{ Aocrbn
AO [OMerqeHl4rra ga Br'groNrareilq, B Ko]ITo rle Ce MOHTIIpa MeAurIrrHcKa anaparypa.

9. I4gnsruurelrr ce 3arr'JrxaBa Aa r{3BGprrru o6yvenze nu r"rrq"""nr"
nepcoHarn, na BlgloNure:rq B yfoBopeHure cpoKoBe u rpa$ux, 14 crJfJracHo aofoBopeHrrre
ycIoBus.

10. zslr,rggre:r.gr e A-[6xeH aa orcrpaHl4 3a cBos cMerKa BctrrKr] noBpeAU
HaHeceHr{ Ha r4MyrqecrBoro sa Br'gloxrzteJrr, KaKTo u 4a o6e::u1eru BcrKo rpero Jlrrqe, Ha
Koero ca HaHeceHI-l Bpe.4x no BpeMe Ha r.r IlbR Bp63Ka C VOntaxra-/uuc"rajralJ1lra U
BBBeXAaHeTO Ha MeAHrIltHCKa anapaTypa B eKcnJroaTarlHt.

9,ren 9, Ilpana u 3aAbJrxeHns na Bt'g,roxure.tlq
L llpu go6poc'BecrHo r.i roqHo r43rr6rr{eHr.re ua loronopa, B.saoxurergr ce

3aAs.rrxaBa aa 3arrnarr'r o6rqara qeua no u:r. 2, a,r. 1 0rTosu fioroeop, ccfJracHo ycnoBurra H
tIO HaqUHa, nocoqelr B Heto.

2 Bssroxure,rrr ce 3aATlJIxaBa aa rrpueMe aocraBKara Ha Menr4rraHo*a
anaparypa. npeAMer Ha .{oroeopa no pena ua u:r. 5, aKo orroBap, Ha aoroBopeHr{Te
r'r3HcKBaHHq, B CpOK AO 3 (rpn) gHN c,rlea lr{cMeHoro Nry yBeaoMrBaHe, KaKTO r gU O"r, yp"
AOCT6n AO noMer{eHr4sra cu H ueo6xoguMr.rre ycroBus 3a MoHTaXa u B6Be)I(.[aHer0 B
EKCIIJIOATAUI4g.

3. Br,srox[rersr rrMa npaBo ra uc*a or Hgnsruu'e,rs aa H3rrbJrHr.r aocraB(ara Ha
MeAlrrluHcKa anaparypa Ha rrocorreHr-u e .rr. 4. a,r. 5 or .{oroeopa aapec, B cpox u 6es
oT(JIOHeHT{' OT AOfOBOpeHI.ITe rr3r4cKBaH}It.

4. Brgroxurelgr ce 3arrlnxaBa 4a cr,4ericraa npn npoBexAaHe ua o6yvenuero
Ha CBOLITe CIIeUIIaJIUCTI4, XaTO OcuryptBa npUCr,cTBr.IeTO rrM B AOTOBOpeHOTO BpeMe.

5. B'groxr,'ercr r.IMa rrpaBo ra lonyqaBa r,HQoprr.rarltrr r]o BcrKo BpeMe orHocHo
noaroroBKara, xoaa r4 opfaHr43aqltsra rlo r43rrsJrHeHuero Ha AocraBKata u geiHoctnre,
npeglrer Ha loronopa.

6. Bb::roNure:rqr HMa rrpaBo Ha peKnaMarrafl no orHolreHlle Ha aocraBeHar.a rro
loronopa Merr4uuHcKa anaparypa, KaKTo Iro orHolrleHxe Ha MoHTaxa a r.rHcra!,rauusra, rp'
ycroB[sra nocoqeHu B Hacrosrqu.r !oronop H ctnlacHo rapaHq]roHHr4Te ycnoBllg.

7- Br,:loxturer.sr nMa npaBo Aa Ir3ncKBa or Zgnr:rgute:r, 3aMrHara Ha
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HCC'OTBETCTBAIIIA C TCXHEqECKHTC CNELIHOUKAI]UI4 VIIITU AEOEKTHA MENXqI]HCKA A,,APA'YPA
L./vnA 

',eil},r4 
KOM[OH9HTr4, KaKTO rr OTCTpaH.'IBaHe Ha HeAocr.iu]uure, no peAa u B cpoKotse.r.e,

olpeAeneHrr HacTortqr{r Aof oBop.
8. Bsgroxurerqr r4Ma IIpaBo !a or*axe np[eMaHero Ha AocraB^ara, xaKTo u aa

He 3arrnarr'l r43rJflno l1'ru qacrllqHo IleHara ro floronopa, rorato I4gnr:ruHTe-lrtr He cna3Ba
U3I'ICKBaHI.iSTa Ua lOrOnOpa, 40xaro zrlr,mrxreJltr He LI3nbJlHt{ r.r3utno cBorrre 3anlJlxgHH'
cT,fllacHo ycnoBr.IgTa Ha AoroBopa.

9. BtsroNurerrr uMa rrpaBo Aa Il3rrcKBa or
IIpeACTaBLT Konur oT AofoBoprI 3a nonr43n6lHeHlle
IIOIIi3NT,JIHI,ITENIt,

10. Br,sroNr.rrerqr e ATBxteH Aa He pa3npocrpaHrBa rroA KaKBaro a 4a e Qopr,ra
BcsKa npeaocraBgHa My or Zgnr,luurela au0opuaqlrr, rrMaqa xapaKTep Ha rtproBcxa
TaiiHa H r'r3pr4'rHo ynoMeHara or l4gnr:rn'tenq Karo ra*aBa B npeAcraBeHaru or 

""ao 
o4"pro.

V. |APAHIIIIOHHA
TIOAITT,PXTAHE

OTfOBOPHOCT n fAPAHIII4OHHO

tr43nt,tHurerq Aa cKJrloqr.r r4 Aa My
c nocoqeHr.ITe n o$eprara rray

rlreu 10.
(1) fapauqaonHa orroBopHocr
1 . I4:nr,'rure:rsr rapaHTrrpa rr'JrHara $ynxqur,rua,rna roAHocr Ha Me.{uu,,HoKa

anaparypa c6r-[acHo AoloBopeHoTo npeAHa3Har{eHl.ie, KaKTO I{ CT,rJ]aCHO TeXnzqecxoro
npeAnoxeHne r.r rexHr4qecKr.rre crar{Aaprr.i 3a KaqecrBo u 6e:onacHocr.

2. B paurure Ha rapaHIIHoHHI4x cpott I4:ntmrarenqr orcrpaHqBa c6c cBolr cr.rJpr 14

CPCACTBA SCI4qTI4 HECbOTBCTCTBUS HA MEAIIIII,IHCKA AIIAPATYPA, CbOTBETHO NOAMEH,'I
4e{exrtpa,ru sacru uluru KoMrroHeHTu c HoBI.I, cr,rrasHo fapaHqrroHHrrre yclroBu. rr
TexHI.Iqecxoto npeAnoxeHae ua I4gntnnure:rs.

3. B palrrure Ha rapaHrlr4oHgr4, cpoK tr4:tnr,rHlrrersr lz3B:r,purBa Bcr4qxr4
ueo6xo4l'rur{, [epr4oraqHrr gefinocru no npoBepKa, npo$urarrnxa a Hacrpofixa B cpoKoBere
u n o6errla, npeArracaHH or rrpor.r3BoAr-rre-[q Ha Melllur_iHcKara anaparypa.

5. Pex,ralraquonuoro cro6rqeuue ua Br,gnoxureJrr Moxe aa 6rre u3npareHo rro
Saxc, renetf ou, eneKrpoHHa rrorla r.rJru o6firHoserra uoqa. I4ut:ruurer.sr e 4nu*an outi3nparll cBou xnanuQuqupauu rpercraBHTeJrfl Ha Mroro 3a KoHCTaruDaHe 14

ugeuruQuqrpane Ha rroBpeAara B cpoK or 3 (rplz) auu or nonyrraBaHe 
"u 

pa*n*uqron"oro
cr'o6rqeuue sa Br'g:roNurenn. llpu nururara Ha cepBa3HI4.rr eKun na I4sn!,1Harens ce c1,craB.s
KoHcrarI{BeH rrporoKon 3a rBBtprneHoro rexHrrqecro o6c:ryxnane, Brr1a Ha fioBpeaa.fa,
pa6orure u cpoxlr neo6xoArlMri 3a orcrpaHqBaHero, s Asa e,4noo6pa3HH eK3eM[nrpa.

6. I4gnb:rnr4rerrrr ce 3aabrxaBa aa orcrpaH, Hacr'n'Jra noBpeaa B cpon or
'"" " 'KarreHAapHu aHIr' cqaraHo or aarara Ha yBeAoMtBaHero or crpaHa Ha
Blg,roNurerq.

(2) I4:nl:*rr-rrensr ce 3aabnxaBa Aa oc'rypu Ha B:r,:roxarerq rapaHrlr4oHHo
noanT,pxaHe Ha MeAuuxHcKa anaparypa B AoroBopeHu, cpoK.

(3) Cpox'r 3a rapaHrlaoHHo no*'pl*aHe Ha Bcc^rr orAene' anapar ce yA'nxaBa
cbc cpoKa! IIpe3 Kolrro e rpae.]ro orcrpaHsBaHero Ha [oBpeaa r{ MeArruxHcKara anaparypa He
ce e Ilon3Bajla no npeAHa3Har{eHrreTo cu.

VI. f APAHUI4II 3A I{3IIT' JIIH EHIiE
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llleu 11. (1) B c:ryuaii, qe l,lgnuaurenrrr e HanpaBr.iJj npeAno)KeHrie 3a aBaHcoBo
nJrarqaHe' c6utr{rr npeAcraBr rapaHuufl. o6e;ne.ranarqa aBaHcoBo npeAocraBeHure cpelcrBa,
B pa3Mepa Ha aBaHcoBo npelocraBeHr.rre cpeacrBa. fapaHqnara ce npe.qcraB, cnen
ocurypqBaHero na $uuaucupauero or crpaHa na M3 rto u,reH 1a, rr3p.BTopo H rrpcAu
BT)3J]OXLITe"{'T Aa Il3B6pIXr4 nT}pBOTO nIatrlaHe [O AO|OBOpa.

(2) fapanql.irra, o6e:neuanarqa aBaHcoBoro npeAocraBeHr.rre cpeAcrBa ce
ocno6oN4ana B cpoK ao 3 (rpu) auu cneA Bp1'qaHe HjrE ycBorBaHe r{a aBaHca. Agauc6r.ce
cqura 3a ycBoen cneA roAnltcBaHe Ha Ao(yMeHTvre no qn. 3, at. 4 or Hacrostqut goroBop.

r{,res 12. (1) I4:nt:rHnre:rrr npeAcraBs rapaHrluq, o6esnevanaula H3nlnHeHraero
Ha AofoBopa, B pa3Mep na I Ha cro or crofiuocrra Ha AoroBopa. fapanquma ce npelcraBq
cnea ocuryprBaHero Ha rpuuancupauero or crpaHa sa M3 lo u,reH la, H3p.BTopo r.r rpcar{
BT)3.JrOXI.ITeI'T Aa r{3BI,ptxE nbpBoTo nnarlaHe no AoroBopa.

(2) fapauqurra, o6erneuacarqa {3nbJrHeHnero ce oceo6oN4ana a cpox go 3 (rpu)
rHr{ cne.4 nolnxcBaHe Ha aoKyMeHTure no u:r. 3, a,r. 4 or uacroxrqut AofoBop.

r{,reu 13. (1) Zrnl:trure:rrr npercraBr r.apaHr1us, o6e:neuanarqa rapaHuuoHHoro
no!J16p)r(aHe! B pa3Mep Ha 1 Ha cro or croiiHocrra Ha AoroBopa. fapauquma ce npe,qc,raB,
cneA ocr.iryprBaHero Ha Sunauclrpanero or crpaHa na M3 no v:reH la, r.r3p.Bropo u npeAn
863IOXr.rTenqT Aa U3Bbprrllr n6pBoTo rI]IarlaHe rro aofoBopa

(2) fapalrqurra, o6e:leuanarqa fapaHr1noHr{oro noArtp)KaHe ce ocno6oNgaaa u
cpox 4o 3 (rpu) 4uu creA u3rurtaHero Ha cpoKa Ha rapaHunoHHoro noAAT,pxaHe.tlres 14. (I) fapanuuure ce [peAocran.ar no v:6op Ha rr3n6JrHr.rrelr{ roA
Qopuara Ha napur{Ha cylra, 6auroea rapaHIIHs rrnr4 3acrpaxoBr(a, Korro o6e:fieqasa
r{3rrl,JrHeHI.ieTo qpe3 noKpuTue Ha oTfoBopHocT.ra Ha u3rbIHI4Ter.r.

(2) B c;ryuaure, Koraro fapaHulrr4re ca noa droptrara Ha naprrqHa cyMa,
Bt'3Jlol(I-ITeJrtT He II6JI)(I{ 3a[.]IallaHeTo Ha IUXBI4 3a BpeMeTo, npe3 KoeTo flapxrlHaTa oyMa e
npecToqna IIpH Hefo! ocBeH B cnyqaHTe Ha HeocHoBaTe.[Ho 3aa6pxaHe Ha cyMaTa ojreA
AOrOBOpeHr.rTe CpOI{OBe.

(3) B c,ryuallre, Koraro rapaHrruure cir no4 $opvara Ha 6aHxoaa rapaHuuql
cbrlara cneABa ga e 6e:yc.nonHa, HeorMeHuMa, aenrrMa Ir [narIIMa rrpr nr,pBo rllIc reHo
rrcKaHe 3a rrnarlaHe or crpaHa Ha Bs3Jroxlirenr. cporonere Ha Banr.raHocr H pa3MepHTe Ha
pa3JrraqHr4re 6anrona rapaHrrur4 cJrerBa Aa 6:s.qa.r clo6pa3eHu c nocoqeHoro s qr. 1 l, .[2 H
13 or ,4orosopa.

VII, HEYCTOIIKI,I

9,ren 15. (1) flpu :a6aeeHo r{3n6rHeHrre Ha 3aAr,nxeHr{r no loronopa or clpaHa
na I,lgnr,rnlire,rq B HapyueHHe Ha npeaBr{aeHxre B lo:,ll ,{oroeop cpoKoBe, c:bl]ru.{T AT,.[x(u
Ha Br,::roNare:rr neycroiixa B pa3Mep sa 0.05 o/o o.f cyMara no ql. 2, au. 1 3a ecexfi

pocpoqeH aeH, Ho He noge.re or 2 (ana) % or o6rqara qeua no qr. 2, arr. 1.
(2) llpu :a6aea Ha Blg,roxurels 3a u3rr6rHeHr-re Ha 3aatrxeHuqra M) 3a

lnaruaHe no floronopa, c6[Iusr AT,rxII na ll:nr,lsnrelx neycroiixa B pa3Mep aa 0.05 g6 or
ATlJrxI'tMara cyMa 3a BceKn npocpoqeH aeH, Ho He rroBeqe or 20 (aeaaecer) %o or pa:lrepa ua
:a6aseHoro rrJra[Iage.

(3) Ilpu cHcreMHo (rpu u noneve nr,ru) uen:lr;rueHr{e Ha 3aa:srxeuu.s.t.a 3a
rapaHIILroHHo noaAspxaHe n/a,rn rapaHqnoHr{H pei\tolrTr.r B cpoKa Ha rapaHu}1r.fa,
I'Ignl:rnare,urr AT)lrxn Ha B'bg,roNurerq ueycrofixa n pa3Mep Ha 1 (eglru) o% or o6rqara rleHa
ro qr. 2. a,r. I .
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(a) IIpu rr:bJrHo Herr3n:brrHeHr4e Ha 3arr,r)KeHn.sra 3a rapaHu'oHHo o.cnyxBaHeu/Hna rapaHuuoHHr.r peMoHTrl B cpoKa tro rapaHrlr4rra, tr4si.brnvrers, 4"n*" 
"uBr,gnoNurers Heycrofira B p.BMep na 2 (aea) % or cioinocrra ua loronopa.

(5) B:s::roxllrer.rrr Moxe Aa npereHAr4pa o6e:qerenrae 3a HaHeceH' BpeAu r.r
lponycHarrr non3I'i no o6rqur peg, He3aBHcI-IMo or HaqllcreHI.ITe Heycroiixq 

" 
n"auur""t, u..

ycBo.,rBaHeTo Ha fapaHrlll.fiTa 3a r.r3n:bJrHer]r4e.

(6) Heycroiixure ce 3arrraruar rrpe3 fibnHo unu qacruqHo ycBorBa'e Ha
rapaHrlr{ure lo q:r. 11,12 u 13. B clyuaii, qe pa3Mepbr Ha rapaHqur4re o. a aoaru.ura., nn,
He e B63MOXHO Cbrrrrre aa 6r'4ar ycaoeuu. neycroiircure ce yAr,pxar or BcrKo rrJlauraHe,
abnxzMo Ha u3[5.[Hriren.s. tr43nrjtuute:r.sr uoxe go6pono:rHo aa 3annarlr neycrofixure no
6aHxosara cN{erKa Ha B:b3rroxr4re:rx n fII46 A!: BG g1 FINV 9150 1016 sg43 91.

NONI43IIbJIHIITEJII{VIII.

I{,reu I6. O6u1n yc.norun Ipur,ro]nuMn nrnr rlogn:nr,.nHureJrure
(l) 3a userpueaHe ua 4efinoc.rure no loronopa, Llsnt rrnurerlnr r4Ma npaBo Aa

rron3Ba caMo rloaa3n:bnHlrreJrure, nocorleHr.r or Hefo n oseprara, Bb3 OcHoBa Ha Korro e
ws5part sa I4:nl:ruurel.

(2) ripoqeurnoro yqacrlte Ha noAlr3nr,JrHxreJrrrre B rleHara 3a rr3n'JrHeHxe Ha
loronopa He lrox<e ga 6rge pa3nuqHo or rrocor{eHoro e oSeprara Ha I,I:nr,:rsr.trel.g.

(3) I4:nr'nnure:rsr Moxe Aa l{3BbprxBa 3aMtHa Ha nocoqeHr{Te noar.3rl6nH'Tenr,
3A II3N6.]]HCHIIE TTA IOTONOPA, KAKTO I{ AA B(JIIOqBA HOBN NO.qX3II'bNHI]TEJ]IZ B NPEABI,IAEH}ITC B
3OII cnyvara v npu npelBrraenr.rre e 3Ofl ycnoBr4r.

(4) He:anucr'ruo or r3rro,BBaHero Ha rroall3rrr,lrHr.ITeJrl4, orfoBopHocrra 3a
u3rlbnHeulre Ha Hacrorlqu .{oronop ri ua l4:nlnHl{rerq.

(5) Cx:rrovnauero Ha AoroBop c [oAr43'6:rH]ire:r, xoilro ne e o6sseH n o$ep.raraga l4gnr,:ruurel.g r.r He e BKn*oqeH no BpeMe Ha fi3nl,rlreHlte ua loronopa ,ro ,rpa4""g"r"" 
"3oll pea r'iJr' r'r3nb,rrHeHrrero Ha 4eiiuocurre ,,o AoroBopa or ]rr{qe, Koero He e

noAr{3nr,nHHTen, o6lneno n orf eprara na ]4gnlrrHute:llt! ce cqrrra 3a rrelI3nr}.rrHeHl.re Ha
loronopa H e ocHoBaHr4e 3a eaHocrpaHHo rrpeKparrBaHe rra AoroBopa or crpa'a Ha
Bl::roNrrerq ll 3a ycBo.sBaHe Ha nbruliq pa3Mep Ha fapaH r\urra ga H3tt6J]HeHrre.

f.iren 17. .{oronopu c noAu3nb,rHureJrrr
flpu cxlrovnanero na .{oroeopllre c noar{3n.6nHurenure, o$epupauz n o$eprara

Ha 14:nr'lnarel.g, nocreAHLLf,T e lntxeH Aa c:s3Aage ycnoBr.rs u rapaHrlr.{a, qe:
I . npu:roNulrrre KJray3H na loroeopa ca 3aAbJIXurenHI.r 3a H3n:hJIHeHr4e or

rroALI3nsJIHuTeJluTe ;

2 re:i .creuqla ua llo4Ia:n:s.nnurerr4Te H.sMa
Herr3nbnHeHue ua .{oronopa,

aa aoBeAaT rIp.f,KO EnH KOCBeHO AO

J. npr4 ocbrqecrBsBaHe Ha KoHTpoJrHHre cn {yuxqzlr no AoroBopa Brs:roNurersr
rIIe MOXe 6elnperrrcreeHo Aa r43B6prxBa npoBep*a na 4efiuocrra " A.nytarrruu""ru 

"unoAH3nT,JlHXTeJTXTe.
r{.nen I 8. Pa:n,rarqaue c rroAu3nb J,tHlreJlrr
(1) Koraro qacrra or nopbrlKara, Kosro ce I.I3r'bJrH.sBa or noAt3nr,JIHHTer, Moxe

Aa 6r'Ae npeAareHa Karo oraeneH o6exr ua l4gnrru reirs unu Ha Br,:rorrurerr,
Br,:.:toxlrtelxt gannaqa BT,3HarpaxreHae 3a ra3r.r qacr al,peKTHo Ha rrollrr3rl'nHl4Tenr.

(2) Pa-rnnarqauu.rrra ro arlues 1 ce oc'x'ecrB.sBar B!3 oclroBa Ha ,cKaHer
orlpaBeHo or noau3trr,JrHr.rre.:rr 40 Br'::roxr.rren.s qpe3 I4snuuurerx, xoilro e amxteH ra r.o
npeAocraBu sa Brgnoxurell n l5-4aenen cpoK or non)AaBaHero My.
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(5) Bt,:noxnrer.sr Moxe ,qa pa3Banr.i /{oronopa rro peAa H
npeABrrAeHH B Hero HJru B npunoxl4MoTo 3aKOHOIaTeJICTBO.

V"reu 20. Hacroxqam ,{oronop Moxe Aa 6lae zslreHqu rrJra AontJ.rBaH or
CrpaHure npu ycJroBurra Ha .r,r. 1 16 or 3OlI.

(3) Kru r4cKa'ero [o ar'He.[ 2 Lrsrsrttu'.e,'g. rpeAocraBs craHoBl4qe, or Koero
Aa e BUAHO A:rnU ocnopBa nnalqaHarra unll qacr or rtx Kar.O He.II6JIXI4MI4.

(4) Br':loNureltr uMa npaBo ra orxor(e nJrallaHe rro ,urlrHeq l, Kofaro r4cKaHero
3a IIJIaqaHe e ocnopeHo, AO MOMeHTa Ha oTcTpaHsBaHe Ha npuql4HaTa 3a OTKa3a.

IX. YCIOBI{q 3A IIPEKPAT'BAHE II PA3BAJ,ISHE HA NOfOBOPA

9,res 19. (1) Hacronqram floronop ce npeKparrBa B cJreAHr.rre cJryqalr:
l. no egaul{Ho cr,rracue ua Crpauure, r{3pa3eHo n nucrr.reua $oprvra;
2. c uzruqase Ha yroBopeHr.is cpoK;
3. xoraro ca Hacrr,rrlrJr' crlulecrBeHr4 npoMeHu er,e $uuancupaHero Ha

o6rqecrneuara tlop6qKa - [peAMer ua .{oronopa, ,au"n ,rpuuoro nJur]Ta Ha B:r,:loNa.r.e.ru,
TIOUTO TOfi HC C MOfT,JI HNI,I HC E 6U,r 4I:SXEU AA IIPEABI{AI4 IIJIU AA NPETOTBPATI4 _ C IIIICMEHO
yBeAoMneHHe or Bts:roNure;r.{, BeAHafa cJreA HacrtrBaHe ua o6crorrencrnara;

4. npx Hacr'nBaHe Ha ITeBHHoBHa HeBT,3MoxHo!:.[ 3a I.I3r6.[HeHxe HenpeABI4AeHo
r'rnr'I HenpeAorBpatuuo cr'6u,l]ue or r-I3BTlHpeAeH Xapar{Tep, ts.b3Hr.IKHarIO creil cKnIOqBaHe.ro Ha
.{oroaopa (,,uenpeo4o:ruua clua..).u 

"po* 
no-guni. orl0 a"".

5. lpl,l nacrr,naane Ha o6cto.srellcrBoro no vleH la, a;r. 2, usp.nropo.(2) Bls,roNureJrrr Moxe Aa rrpeKparr4 loronopa 6e, ope4":ne"ru", 
"yBeAoMnerrue, H3npareHo 4o I4:nuuurem:

1. rp' cacreuuo (rpu a rroBeqe rrra) ueu:nr,rHeHr4e Ha tr4grr,rnure:r, Ha
3aAGJIXeHHrra 3a rapanr_u4 oHHo rtoAAtplrtane ulwm rapanynoHr{r.r peMoHTI.t, H-rIr4

2. npa nrnuo HeIt3n'JIHeHHe Ha 3a^'nxeHarra ga tr4:n:rmrvren" au aupunq"onro
noAAT,pxaHe u/unu u:nspurnaHe Ha rapaHqr{oHHu peMoHTa B cpo*a no rapa'\prflTa; r4nu3. npu :a6aoa poAtnxrrna noBerre or 30 (rpuaecer) o"" ,n" no, no,,no
Heu3rr6JIHeHI4e Ha 3aar'.rrxeHlrero ga tr4gntrsuren.s 3a BbBexAaHero 

" ananrouruu"" t{u
MeIrrrIHHCKa anapaT)?aJ r4nH

4. llsrorssa IroAIz3nGiIHr.rreJr, 6es ga e neKJrapr4pan roBa B Ao*yMeH.rr.rre 3ayr{acr'e' uJrx rl3rror3Ba noru3''T,,rHl4Ter, xofiro e pa3nuqe' or ro3t, xoiiro e loioqeH, ocBeH
B cryqal4Te, B Kol'lro 3aMtHara, cborBerHo B(rrorrBaHero Ha rroar43rItnHLITeJI e u3BT,prreHoc'c csf,Ia.Uero Ha Brg:roxsrerr a B cr,orBercrnue csc 30fr 14 HACTOfl'Jrrtr loronop;(3) Bs:noxarerur npexp_arrBa [oronopa B c:ryqaure no .{r. l1g, an. I or 3ofl,6e: ga 4:s,rNa o6esuereHr.re na Z:utnsme,r" au npar-opn"Hr4 or npeKpa'.rBa'ero Ha
,{oroeopa Bpenr{, ocBeH aKo npeKparrBaHero e Ha ocHoBaHr.re qn. 11g, a.r. i, r. I or 3OII.

(4) flper<parxnaHero craBa c.JreA ypexAarre ua rfauauconure B3ar.rMoorHorrreH'
uex.qy crpannre 3a r{3B6prrreHl{re or crpaHa na I4gnsrnure:u u ogo6peuu or Br,::roxu.rerrq
AeLrHocrr4 rlo rr3nr,JrHeHr.re na .{oronopa.

npfl ycnoBu{ra

X. HEUPEOAOJ'II4MA CIIJ'IA

r{,reH 21, (1) crpaHure ce ocno6oxganar or o.rroBopHocr 3a Heu3ntrgeHue rra
3aAGJIxeHHtra cI'I' xofaro HeBb3MoxHocrra 3a H3IMH9HH9 ce n'nxx Ha HerrpeoAoJIHMa
cr,ra' Hurog or crpannre He MOX. Aa Ce no3.BaBa Ha HenpeoaoJ[IMa Cr{Jra, ar<o e 6u:ra s
:a6aea 14 ue e aHtfopvapara apyrara Crpaua sa Bb3HlrKBaHero Ha HenpeoaoJraMa cn;ra.
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(2) Crpauara, 3acefnara or HenpeoAonrrMa crrJra, e ,4nbxHa ,qa rpeArrpueMe
Bcllqxu pa3yMHx ycvnv' u MepKrl, 3a Aa HaMaJIr{ ilo MIiHITM}''\{ [oHeceH]ITe epegr.r U :ary6r.r,
KaKTo u Aa yBeAoMn [lrcMeHo Apyrara Crpaua He:a6aBHo rrpu Hacrbr]BaHe Ha
Henpeononr.rMaTa cvna.

(3) loxaro rpae HenpeoAoJrnMara c'na, rr3flb.]rHcHrlero Ha 3anbn)KeHrrero oe
cnupa.

(4) He uoNe Aa ce no3oBaBa Ha HenpeoAonaMa clt-rra onasu CrpaHa, qusro
ne6pexnocr Enrr ),nlltlrneglr I'eitctnus ruu 6e:4eiicrnur ca .rloBenr4 Ao HeB63Mo)nHocr 3a
u3nr,JrHeHlte na .{oroaopa.

xI. AOIIbIHT{TEJIIHTI pA3nopEnBrr

r{nes 22. 3a scaqxu HeypeAeHH B Hacrostqu, floroaop B6npocr{ ce fipunara
reiicrsaruoro 6urrapcro 3aKoHoAarencrBo.

9nelr 23. (1) Vnr,lnouorqeur4 rrpe.4craBuTe:ru ua Crpanare, Korrro Mofar Ia
npueMar I.I npaBsr LI3.sBneHur no u3nbnHeHl{ero Ha Hacrostq}L ,{orosop ca:

3A Bb3JIOITI{TEJI]!I:
..................Te:re$ou:..

3A I{3IIbJIHI{TE"IIfl :

iit ;;;;;; ";;;;;;;; ;,Jlli,o"?l;;, ;;;;.;,, :T11,;;;";;;; ";,",".{oronop, cJreABa Aa c6A6p)Kar Har4MeHoBaHr{ero u HoMepa Ha loronopa, 4a 6rtzl. o
rrlrcMeHa Qoplla :a gefi crBrrre.rruocr.

(3) crpauure ce 3aA6JrxaBar ga ce lrn$opuupar B3ar4MHo 3a BcqKa npoMrr.ra Ha
npaBHus cH craryr, aApecl4Te cl.i Ha ynpaBne.uae, releSonzre H -rrrlqara, Korrro fr.r
npeAcTaBn.sBaT.

(4) OSuuuanna Kopec[oH4eHrlur Me]KAy Crpauure ce pa3MeH, Ha rrocorreHure B
Hacrostuur ,{oronop aApecu Ha ynpaBneHre, ooBeH aKo Crpauure ue ce au@oplmpar
rrucMeHo 3a Apyfr4 cBou aApeclr. flpri ueyee40lraBaHe 

'j,rrn 
HecBoeBpeMeHHO yBeAOMrBaHe 3a

npoMsHa Ha aApec! KopecnoHAeHlllrtra I43rlpareHa. Ha arpecl'ITe no Hacroqrut ,qoroBop oe
cqr{rar 3a BaJruAHo E3npareHr.r r.r rroryqeHr.t or Apyrara Crpana.

(5) Bcu.lxll c:ro6uleHfiq r4 yBeAoMJreHr-rr. ce a3nparuar no notuara c npenopsrraHa
nparKa r{nr4 rro Kypr{ep. flucueunre yBeaoMneHrrr nex4y crpaHure no Hacrofiqfls .{orosop
ce cqr4Tar 3a BarIIraHo LI3[pareHH no $arc c aB'foMaruqHo reHepr{paHo ct ol5rqeuue :a

oryrraBaHe or aApecara I'Iru no eJIeKTpoHHara nolua Ha crpaHHTe! rIo.4rII.IcaHLI c erreKTpoHeH
nonnllc.

Htett 24. I4gn:s,tn're:rst HsMa .'paB{) aa npexB'pnq cBor.rre rrpaBa HJrrr
3al:bDrteHtm no uacroxutua .{oroBop Ha rperr{ nuqil, ocBeH B cnyrrar.rre npegnnAeH.r.r n 3ofl.

r{.reu 25. (1) Bcavxu ctropoBe, nopo4errr or ro:ll .{oroeop uru orHac.srlr4 oe Ao
Hero, rre 6lgar pa:peruaBaHrr ncpBo no u:nlucr,21e6eH pe,{ qpe3 nperoBopr4 Mexay ABere
Crpaua, raro n cayuafi Ha cnop, ncrxa crpaua MolKe ra r{3[par!{ Ha apyfara Ha nocoqeHr4re
aApecll 3a KopecnoHAeHIII4s no-Aony rIoKaHa 3a IIpefoBopl] c nocoqBaHe Ha Aara, qac H Mficro
3a npefoBopH.

(2) B cnyuaii Ha HerrocruraHe Ha AoroBopeHocr rro peAa r{a npeIXoAHa.Ta anaHer,
BCUqKU CnOpOBe, [oporeHq or ro3H loronop nnu orHac.{rql{ ce Ao Hefo, BXJrroqETe],rHo
cnopoBere! orHacs lu ce Ao HeroBoro rcJrKyBaHe, neleiicrnutelrrocr, Her43[r,Jr HeHlre uJrr4
npe(parrBaHe rqe 6:rgar orHacsHu 3a pa3fJrexaaHe u perxaBaHe no pella na ffIK or poroBo
KoMnereHTHr.rs cT,A B rp. ,{o6puv.

Email:
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Ilnett 22 , Hr.rrqoxnoctra Ha Hrror or KJray3r,rre no .{oroeopa r4lv Ha
AOTIGJII{UTEJIHO }'TOBOPEH}I YCNOBI,Ifl HE BOAIZ AO IIUqO)I(HOCT HA APYrA KJIAY3A ETU HA
.{ororopa raro qalo.

flprz no4nr,rcnanero Ha Hacrorrqur lorol'p ce lpe.4craBfixa cJre4Hrrre
,4OK}a4EHTI,I :

1. 3a o6crosrercrBara no un. 54, an. 1, r. 1 or 3ofl - cnn4erencrBo 3a cBAxMocr;
2' 3a o6crocrercrBoro 

''o 
qr. 54, a:r. r, r. 3 or 3ofl - yaocronepeHr.re 3a Jlr,rnca

ua ny6mE'ruu 3aalJrxeHr4{, rrc.qareHo or opfaur,ne rro npuxoAr4Te; yAocroBepeHl4e or
o6quna rpa4 .{o6pu.r 3a Jrunca Ha ny6,nr,vna 3aA6Jrxe'r{r; yAocroBepeHne or o6qanana uo
ceAaJrrruero r{a yqacrnr{Ka 3a tunca aa nydtuqur.r 3aAbrxeHr.rr;

3. 3a o6crosrercrBoro rro vn. 54, a;r. 1, t, 6 - yAocroBgpeHrle or opraHr4lre rra
I4gn:slsurelna arenqlu "faaaua raHcrreKrlur no rpyaa";

4. Ilwpusut sa pa6ora c n3Toqnrirlr4 na fionu:upaqu r.r>qe;aus., r43AaAerla or
Areuqu-ara sa rgpeHo peryJrr{pane;

5. Cepru$uxar, yAocroBeprBarq BHeApeHa cr.rcroMa 3a )TrpaBJreHue Ha (aqectBoro
EN ISo 9001 alurv EN ISo 13485/13488 ulutru eKsunatrcurna, c o6xnar s o6racna Ha
[por.r3BoAcrBoro u/utu rsprosutra c Melr,rurrHcKa afiaparypa

6, .{ernapaqur no .nr. 59, a,r. 1, r. 3, arn np. c vn. 53, wr. 2 o^r 3MI4ll no
3aAr'Jrxr,rreJrHr.rr o6paseq flpunoNeur.re J\b 3 o'r o6pasqr.tre 4or(yMeHTrr Ha Aorq,r\4eHraur{4Ta 3a
YIACTIie,

Hepas4emra qacr or rracrorrqrur .{oronop ca cJrer'r4Te ,,plrJroxeH,rr cneA
TIOATII,ICBAHETO I,IM :

1. flpr,'roxenue Ns 1 rr^a vn. 3, an.4, r. I - flpneuo-flpe.qaBareJren lpororoJl;
2. flpr,rloxenue J\! 2 rru v.n. 3, a,r. 4, r. 2 - flporoxoJr 3a MoHTaK rz BbBexraHe B

eKcrinoaTarlllr Ha MeArarI,rHcKaTa anapaTypa;
3. flpr.uoxenue Ne 3 Krr\,r 'ut.3, an. 4, r,3 - flpororon 3a r,r3B'prneHo o6yrenue

Ha MeAETIT4HCKI' lepcoHiur, [ocoqeH or Bs3JrorKrrreJrr sa pa60ra c MeAEqI4HCKara an aparypa.

Kru racrorrqr,rr AoroBop ca npn:roxeHl,I:
L Texnuqecro npe.rgoxeHl,te Ha Zsnrmrr,tlenr;
2. I{enoro npeaJroxenr.re Ha I4snuHr4reul

Hacrolqurr ,{oroaop ce [oArrr4ca n 3 e4uoo6pasHr eK3eMnJrrpa _ ABa 3a
Btgroxuren.f, u e4uu sa Vsn'urtr{r4TeJlg.

Bb3JIOXIITEJI: LI3IIIbJIHIITEJI:



IPLUIOXEHI{ENs 1

Kllr q;r. 3, an 4, r. 1 or lororop 3a IocraBKa Ha c[eqr4zlJrr43t4 paua Me.ququucKa
alaparypa Ne ............1.................r'oa.

IIPI,IEMO-TIPENABATEJIEH NPOTOKOJI

lnec ,....,..,..roa. s "MHoronpo$u:nia 6olnrzqa 3a aKTr.rBHo leverue_[o6pav,,
A.{ rp. ,{o6prav ce no,4flrica Hacrorr{rrrr [p[eMo-npeAaBaraJreH nporoKoJl MeX4y:
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,, npe.4cTaBr,rreJr Ha

Ha HOBa MeAr4Ur.rHCKa alapaTlpa -

I'3NbJIHI,ITCI'....
LI

npe.4cTaBr,rTen
Ha Bb3Jroxr.rreJrr "Mnoronpo(f ranua 6oluuqa sa axrr.rBuo JreqeHr,re-,{o6puv" A,{

CTPAHI4TE y4ocroBeprBar .qocrasKara
KoMlrotbpeu rouorpa$

Mapxa...... .....
MoAen...........
flpozsno4raren:
fo4rlna ua npoz3BoAcrBo:.......,
Cepzen norr.replcepnfina HoMepa r4ru Apyru aaHua, u4enrurprzquparr{u

MeAr.rqr.rHcKaTa afiapa"ry p a:

Onucanr,re Ha roMrrJreKToBKara Ha Me.{rrrlr4ucKara aflaparypa:

CTpannre ycranoBrrxa cJreAHvre HecborBercrBr4c (negocralrqn, 4e$exrrz,
rroBpeAr4, tuncu u/uttu HecsoTBercrBr,r{ Ha AocraBeHara Me.q[rIHHcKara anapurypa u/uttu
upr,rApPr(aBarrlaTa r AoKyMeHTau s v at<cecoapu c lrsucrnaurrqra):

Me4zqrancrara anaparypa ce flplrgp]rltaBa or cJre4nara AoKyMeHTarIrrJr:

nPEAAn IIP14EJI
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Z3IIbJIHLITEJI:
IPI4JIOXEHI4E Ne 2

Bb3JIOXZTEII:

Kalr .r,r. 3, an 4, r. 2 or AoroBop 3a.qocraBra Ha crrerlururrr3rzpaHa Mear.rqaHcxaanaparypa .}r& ............ / .................rorr.

IIPOTOKOJI

3a MOrrTax u BBBeXAaHe B eKcrrJroaTarlfi, rra MeAArIuHcKa alaparypa

Anec " " " " "'ro4. n "Muoronposunna 6omrr.rqa 3a aKrr,rBHo reqenne-,qo6prarr"A! rp. ,{o6puv ce [o.q[Hca Hacrorrrlr4.f,T tporoKoJr 3a M.HT^,( r4 BBBexAafie B eKcnJroararlnn,HoBa MeAzrduHcKa anapaTypa _ KoMrrrOTbpeH rorraorpa$:
Mapxa... ... .....
MoAen,..........
flpor.rsao4rare.rr:.
fo4r,rna na npor.r3BoAcrBo:....,...
MEXAY:

u3n6r6r.rrers.... . " ''' [peAcraBlrreJr Ea

u

Ha Bb3rroxrzreJn "Mnoronpooun"u 6oorr,ru.u u*;;;;;;;;;;;;;;;,M:p"AcraBl{rerr

lata ua fipeAzrBa'e or B63Jroxr-rreJr.rr Ha [oMeureHrrrra, B Kor,rro ce MoHTr4paMeAUTI[HCKaTa anapaTypa: ......t.o.tr.

CTPAHLITE yAocroBeprBar MoHTiD(a r4 BBBexAaHe B e*clJroararlr4, Ha HoBaMeAurIr4HcKa anapaT)?a - KoMnroTtpen ronrorpalp:
Maprca...........
Moael...........
flpozsno4zren:.
Cepueu uouep/cepuftna HoMepa Hnlr .4pyrr4 aaHHr4, raAenrr.rlpr,rqlrpanuaMeI[qLHCKaTa anapaTypa:
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I,I3IIIbJIHtr,ITEJI:
lPnIOliKEHI,lE Ns 3

BIb3JIOXI4TEJI:

Kru q;r. 3, an, 4, r. 3 or {oronop 3a AocraBKa Ha cneqrraJrr,r3r{par{a Me,qr.rrlr4HcKa

araparypa Ne ............/.................roA.

TIPOTOKOJI

3a a3Bbpmeno o6y.renue rra MeAuqfirrcrtrfl lepconaJr
ra pa6ora c MeAurIuHcKa anaparypa

.{uec ...........ro4. n "Mnoronpo$unua 6onnuqa 3a aKTr4BHo levenrae-,{o6prav"
A! rp. ,{o6puu ce [oA[r{ca Hacrosrq[sr fiporoKo:r 3a r.r3B6prrreno o6yreuue ua
MeAr.rrlr{HcKnr fiepcoH{rn, [ocorreH or Bb3Jro)Kr4TeJrr za pa6ora c MeAr.rqraHcKa anaparypa -
rovnrcrupen rorr,rorpa$

Mapr<a.

flpousno4uren:

O6yrenzero ce fipoBeAe 3a BpeMero or....,. ........Ao
Cuequanucr, r43Btpmr4Jr o6yrenuero:

............llo,qnr.rc.......,..........

Cnzcsr ua o6yveur,rre Jrrzua:

1................... ........flo4nuc..

2. ................. .........flo4nuc.

3. ................. .........flo4nuc.

flpu o6yuenuero o6yreuure maqa upra4o6raxa cne.qnr.rre 3uar{r4r Lr 1tlrr,e:aufl:

II3IIbJIHI,ITEJI: Bb3JIOXI4TEJI:


