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n"" /.{.,'.{.6..,.2018 ror., n rp, l{o6pzu raex,qy:

"MHOf OI]POOI4JI}IA EOJIHI4IIA 34 AKTI4BHO JIEqEHI4E_AOBPI4I], AIrp. ,{o6pr.rv, c'c cerarrr.rrre 
"^qq:: 13 yrpaBrreHr.re: rp. !o6pr.r, y". *n*uili Xio"" zl,rerr. 058/600160' Qaxc: 058/600414, e-mail: o-utu6uetgon.n"t, EI4a liqiqtzoz,

npeAcraBrflBano or A-p Cnetosap Bariven llerpon _ i{inrnrar"leu .4upexrop ua
Apyx(ecrBoro' Hapriqa'a Haprqau/a./o sa xparnocr Blb3JloxI4TErI, or eana ctnaua.

t4

"EJITA 90M" O94,^:ur ce.qaJrr{qe r rp. Cognr 1000, pafiou O6opuu1e, a4pec
Ha yrpaBrre' e: yr. ',,.{ynan,' I 9, nx. A, er. 1, an. 2, EVIK 130469S t 6, np.a"ruuniuu"o o,Teo4op tr4aauon 3airrsupon, uaputan/a/o sa rparxocr Z3lIbnHZTEn, or ;;;;;;;;";,

B:b3JIOXI4TEJU{T n I,I3IIIbJIHI4TEJI{T napr'vaHr.r 3ae.qHo ,,Crpanare,,, a nceruor rrx noorAeJruo ,,crpaHa", Ha ocHoBarlne gt, 112 a cJI. OT 3aXona ga o6qecrne"zre
ropbrrKr.r (,,3On1 u Peuesze Ns 13 / 18.05.2018 roa, Ha B:b3nOXI4TEn; ;;;;;;""r"na tr43llbJIHtr{TEJI ua o6ggc.ygna flopbrrKa c npeAMer: flocra.er<a "u ,"orirrn"nu
anaparypa 3a HyxAr.rre Ha "MEAII_.{o6puu" A.{

ce cKJ*oqv ro3r4 AotoBop (",{oronopa,[ororoprr") sa] s'sraraqe ira o6rqecrneua
noplrrKa 3a AocTaBKa Ha MeAHIIT{i{CKaTa alapaTypa [pr{ cJreIHrIl€ ycJroBrir:

I. TIPEAMET HA TOTOBOPA

ll.nen 1. Ilpeguer
(1) Brsnoxr'rreJrrr l3T*Jrara, a ?IsnrrHurerrr nppreMa.qa AocraBH r npexBrpJrn ^ \cobcrneuocrra Ha Bsgnoxqrers Ha cfleqfianr{3r4pafia 

- - 
Merr,rrlr4HcK 

^ ^" 
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!,,Megz-ryzncy/ra anaparypa).lJ.bnyanroua'.ruen xoaryrrirop: Mapr<a: Start@ Mu"' tfior"n,
Start@ Max, llpoasno4uren: Dipgnostica Stago - (Dpanqzr, io,I"ru ,u ,rpor.uoorr"o, ZOltfo,4" csfJracHo TexHfi'recrara ofiequsararlur ira Bssroxa:rerx rz Aerafirao onr4caHa BTexsuqecroro lr I{enoro fipeAfroxeHr.re Ha I{snrrH'rerr, Her)a3AeJrHa qacr or lorosopacpe ly 3aAsJrxeHr'Iero Ha Brs,l0i*'rer.[ Aa r npr{eMe 14 )Ja sa..ar AofoBopeHara ueHactflracuo ycroButra, trocorreHl,I nb_.qony.

ocTaBrHaTa MeArErltilHgKa anapaTv AMA CJIEITHI4TE TEX]JII'qPNI1r'
Iloxaga
ren J\ir

Ilaparuelpp Te**rrrec*tn napailffi
I )

J
1ir r r, rlorlnogen, I hrombtn1 Ooroauu napaMerDH

2 .{on:uHuterua napairirpra PenTrrra3Ho apeirae; (Daxrop v; (Dar.rop
VII; Oaxrop VllJ;@arrop IX; ar<rra eupaH
nporer.rH C (AFC); llporeran C; flporenu
S; JT)ryrycen arirgKo aryraHr,

3 Ornopena cucreua .U63MOXHOCT 3a nporpaMr.rpaHe Ha Apyffi
TecToBe oT rrofi teSprrenq

ll ["



r eMflepllpaHe Ha pear0uBr.{Te Tennepupaug r1a peaKTHBr{Te npn 37'C c
roJlopanc +/- 0,5'C c 16 o3LtUI4l.t 3a
trury5arJkrfl. Ha riroBerfi, 4 uelrepearemtr
KAflaJIa r{ 2 nostlguu za pearrutu,

breKTpoHEa cBbp3aria nr{ngTa 3a

HAKANBAHC HA PEAKT'BI{TE I{

I EqHOKDUCTAJIEH CE

Br,gNroxnoct sa cB6o3Bar{e c

llpe4napureruo nporpaMr.rpaHr4
TECTOBE

(2) Ocnen AocraBK4ra rro aJr Her 1 , npegirlemr na .{oronopa BKJrroqBa r.t

H3n'rrJrHeHr,rero Ha cJteAHzre Aefi HocrH :

i . Aocrarxa ua Me,4uquncxara anaparypa 4o rurcroto Ha AocraBKa, fiocoqeno B

Hacroru{r4s ,{oronop;
2, lronraN/rEucrzutat\ktfl kr BcBexAaHe n ercnrioaraqur tra rocraBeuara

Meguquucra anaparypa;
3. o6yuenrae Ha rrepcoHa;ra ua Bt'gloxarelr, sa pa6ora c AocraBeuara

Me.qnquscxa an ap ary pai
4. rapanquoHHo o6oJryroaHe Ha Aocraneuara Me4urlzr{cKa alaparypa 14 AocraBKa

ua neo6xogl-rlrrzre qacrlt Lr M(Lteptra r, B paMxlrre Ha rapaHIIt4oHHHq cpoK, cql4Tar{o or
,4arara Ha [oAflI{cnane Ha flporrcrora 3a MoHTax v BtBexAaHe]B encnloataqaa flpuJroxeHl{e
Nr 2. MarepuaJrr{Te, KoHcyMarr4Br4Te, 4eftuocnrre u ycr'IoBurra Ha rapanunoHtroro
o6cryxBaHe ca onucaHrl e TexHr4'{ecKolto npeAJroxeHue H aVlzrn tntv:r-leln,

(3) I,Isnrnnlrrelrr cle 3aAbJrxaBa Aa b3rrl>IrHpr Aefinocrnre rro a;rrrHer I u 2 s
cborBercrBr.re c r{3r,rcKBaHr,rrrA Ha TexHn.{ecrara cneqra![unarlqr Ha Brsloxurelr,
Texnnqecroto H rleHoBoro flpirgnoxenlre ua I4snrruarerr, Korrro ca Hepa3AerHa qacr or
uacr:orqm ,{oroBop, B cponoBete rro Hacrorruz .{oronop.

rr. IIEHI4 r.t HAr{EtH HA nTAUAHE

H;reu 2. I{ena
(1) 3a u:n'srmeur4ero Ha npgAMera Ha AoroBopa, BrgnoNureltr ce 3aA6JrxaBa aa

3arrJrarr.{ sa I4:nrluurels o6rqa qeHa e pa3Mep Ha 7000.00 (ce4elr xnla4ra) nena 6es AAC, u
8400.00 (oceu xurflp.Li a qeruplrcroran) JreBa c BKJrroqeH IAC, ctrracHo l{euonoro r,ay

npeAnoxeHr,re, Hepa3AeJrHa qac'r or Hacrorrqlrs,I[oroaop.
(2) llocoveHnre qeupi, ca rpafiun u EKrroqBar Bcr,rrrrr4 pa3xoAr,r 14 B63HarpaxAeHr4s

ua I,lgmnsrarerfi 3a r.r3nbJrner{}re Ha npeAMera Ha Hacrorrqus ,.{oroaop, Karo Ho He caMo:
pa3xoar.rre 3a rpaucnoprr,rpaHe H ,qocraBKa ua Me4uqr.rncKa anaparypa .4o Mrcroro 3a
aocTaBKa, BKIIrOqr.rTeJrHo o[aKQBaI{e, TpaHc[opT, pa3orraKoBalle, ToBapeHe, pa3ToBapBaHe,
r,rHcrajll{paHe, MoHTax, BTrBe)KiLIFHe B eKcnJroaraqr{r }r [pzBe)XAaHe n pa6oruo cT,c.rorHl,te,
roroBo 3a [pr4eMane r] eKcrrJroararlaa, o6yveuve Ha c eur4anacra, aocraBKa Ha r\fl.ruta
TeXHVqeCKa !I CepBI,{3Ha .qOKyMeHTaUIIt, BcHr{I(It pa3xoAr,r 3a A3B6purBaHe Ha rapaldr\;ll,ollF^ | / Q
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o6cryxBa'e B cpo*a Ha fapaugurra (sa rpyA, pg3epBHr{ qacrrr , xouclnratzwr), KaKTo 14
pa3xoAr{ 3a orcrpaHrBaHe 3a oMoTKa Ha I4 OT I{3nbrHI,ITej[, Ha BCI{q(I,t rex}tuqecKr4
HEI{3IPABHOCTI.I, Bb3HI4KHAJII{ HE I1O BIIHA rrA BTEIONIZTEI' U NOKPI4TIZ OT TAPAHI{I,IOHHI4TE
ycnoBr,rfl r4 rapaHrlr,ronHara ortoBopuocr Ha I4znt tnutetx.

(3) llooouenure B Hacrortqr.r, ,{oroaop rle'v ca rpai'uu tt ooTaBaT HenpoMeHeHLI
3a cpoxa Ha .4eIcrBHero My.

9.nen 3, Ha.run Ha u arrlage
(1) lhaqaunara 0e u3'6prrrBar n 6rmapcru JreBa, c rrrarelKHo Hapex(.qaHe no

cJlelHara 6aqxo^ea^cyer4a^ n-oc-oqeEa or tr4gnbJrHrrreu:
..h,8,a9.ut.Q..tlg.Qq.o..ts'5.y,,it j.r.4.Q...,

tr4snrrHureasr e AJrtxeH Aa yBeAoMrBa nrlcMeHo Brgroxttrerq 3a Bcr4rrKt4
nocre.4Barqu fipoMeHr.r ua danitonara My cMerKa B cpoK Ao 3 (rpra) an" gqr,rraHo or MoMeHTa
Ha upoMrHara. B cny.raft qe zsrrorHarerrr He yBgAoMI4 B*.rroxuters s ro3H CpOK, Cqr4,ra ce,qe rraqaHl4rra, IIo [ocorleHara B Hacrorrur4s qreH 6aHKOBa CMerKa ca HanJle)KHo
r.r3BrbprrreHr,r.

(2) llnarqanero Ha r{eHara rro aJrr,rHer 1 no uacrorulr.rx ,{oronop ce r43BbprxBa,
KAKTO CJIE.IBA:

L Bls,noxr,rre:r.f,r 
-3anrarqa 

aBar{coBo 30 % ( rpu4ecer npoqenr) or qeHara ,,o
anuuea 1, B pa.lMep sa 2520,Q0 trena (4ne xrrJrrArz, flercrorr,rH ,t4 ,4BaAecer lena), o cpor or 3(rpr) aun or rroA[ncBaHe Ha Hacrorrqur .{oronop z npeloctansue or XsnrrHfireJrs Ha
Br,sroxurers ua Sar<rypa,

2. B'sroxurersr 3arrJlar{a ocrar'qHara cyMa or qen4ra no a,'uges L B pa3Mep Ha
5880,00 resa (ner: xarx4n, oceMcrorr4H H oceMAecer JreBa) lena n cpor Ao 60 ('recraecer) u
cJreA noAnr,rcBane Ha AoKyMeHTr4Te uo arrznes 4 or nacro.arqur ./{pronop.

(3) 3a aara Ha fiJraqanero, ce cqr{Ta Aarara Ha 3aBepiBaHe ua 6aHrosara cl{erKa
ira llgnr,lnzrelr c6c ctorBernara A6JIXI4 Ma cyMa

(4) orcou'rarenHoro rrJraura'e rro aJrr4Her 2 noi-rope ce u3B6prrrBa cJre'
[peAcTaBrHe Ha cJre.qHr4Te floAtl]dcaHn,4onyMeHTIi KyMyJraTr4BHO:

I . flpuerr.ro-npe4aBaroJreH [poroKoJr 3a ,4ocraBKa ua MeAr,rquncnar a afiapary,,ara
c BcI,IqKr,t oKoMrrJreKToBKl.t, cepruonraTlr, pa3pefireHl,t, r4 liHc.l.pyKullu au ,r"pu"a"ra ,
EKCNJIOATAIII', IIOAIII4CAH OT .qBgTE CrPArrZ rA:rU YIIGJIHOMOIIICHI4 OT T'X 

'HIIA 
HA AA'1ATA HA

Aocraera ua Me.quur4HcKara arapar:ypa (Ilpr.rnoNeHr,re N 1);
2' llpororon sa rn{otr{ra,* 14 BbBexraHe B e(cnJlparallfir Ha Me4rzquncxara

a apurypa, noAflrrcan or ABer,g Crpann rElu yntJIHoMolIeHr4 or rrx Jruua Ha nara.ra Ha
MoHTax r4 B6Bex.4aHe n excnloataqnx ua MeAurllrncrara a\apa ypa (llprzloxreuue Ne 2);

3. rlpororor 3a r,..Ep'oeHo o6yve're Ha MerrrquHcro4r nepcoHiur, flocor{eH or
BagroNzreltr sa pa6ora c MeAq{zncnara anaparypa (Ilpznoxenrae Ne 3);

4. @axrypa, r,r3AaAqr,tra or l,Ignsrrrr4rerr H noAr'rrcaHa or Bssroxzre'fi rarlt
y[SrHoMoIqeHo oT Hero Jrr4IIe, Cq.qbpxarrla BcHrIKfi 3aKOHOBr4 peKBr.t3r4TI4;

IIL cpoKollE. MTICTO Vr ycJroBr4rr HA AOCTABKA.
TIPEMI{HABAHE HA COEC1IBEHOCTTA I4 PI{CKA

9nen 4. Cporcone r.r Mscro Ha aocraBKa
(1) HacToxul'rxr AorqBop B.orrsa B c. ra or Aarara Ha rro,qnrrcBaHero My r,r r,r3rt4rra

cre'4 }r3Tr4qaHero Ha cpoKa Ha FApaHrlr.roHHoro o6cryNnaae na MeAzrluncKara anaparypa,
npegruer na .{oronopa.

(2) Cporur 3a AocrlrBKara ua Me4zquucnala auaparypa
KaISHAapHr4 AHII, CrIATarro oT Aa.FaTa Ha noalucBaHeTo Mv.

e 60 (urecrTecer)
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(3) Cpor<rr 3a MoHrDr( n BbBe)r(AaHe B eKcnJroarar{I4.fl Ha Me.qr.ruuHcxara

anaparypa e n rp.,{o6puu, y:r.

HA AOCTABKA I,I B

ocTTa lr npeaaAe Ha
oTroBaprrIla Ha
3a eKcnJroaTaqllt

fipeflop1>Kr.r 3a c:bxpaHeHlIe
II3EC(BatqIt ce csfIlacHo

lt [peAJroxeHl,te Ha

Ha yISJTHOMOUIeH

anaparypa e 7 (cegeu) r(arreHAapHn AHr,r, or{uraHo or Aarara Ha l4ooTaBl(a ua Meluqnncrara
araparypa, o16erqsaHa n flpraeruo-npe4an areltrnfl. nporoxol fJpulorreHue J'l! I .

(4) Cpoxtr sa o6yvo.uue Ha crrsunaJrr4crr,r, rtocoqeHu 0r Br,gnorrurel g. za ba6or:a c
Meguquncrara anaparypa e 10 (4ecer) KareHAapHLr AHr.r, cqurarlo or narara Ha aocraBKa Ha
MeAur{zucxara a aparypa, orderrsaua n rlpuerrro-npo4aBareJrnrrr rporoKoJr flpurorxeuue
Ns 1.

(5) fapanqzouHnr{r cpoK Ha MeAHqnHcKara a aparypa e 12 (aeaHa,qecer)
KaJreHAapHIi Mgcer{a, cqI{TaHo or IIoAn}IcBaHero na flpor:oroJra 3a MoHTa]r( H BGBe)KAaHe B
eKcnroarartrlu na Me4uqlrncrara anaparypa llpunolKerrrle N9 2,

(6) I4sur,nuurer.rrr e ArlxeH Aa r,r3B6prxBa rapaHqr.roHHo o6clyxnaue ua
AocraBenara Me4nqr,rncr<a afiaparypa, B paMKure Ha rapaurlrlogHr4r cpoK Iro npeAxoAHara
a,rnues 5.

(7) Mxcroro Ha AocralKa na Me4r.rquucxara
"flauaftor Xr.rror" 24, "MBAJl-.{o6pnv" A,,{.

{,ren 5, Vc.nosus Ha ,[ocraBKa
(1) locranrca
1 . I,I:nuurlrerrr ce 3aAbJrxaBa Aa Aocraan ao

cBoTBeTHUf, CpOK Ha AOCTaBT(a, CbOTBeTHO lqa fipexBtpJrr4
BsstroNltte[s Me4zqrancr<ala afiaparypa, npeAMer Ha
TexHvqecKLITe cTaHAapTI4 L{ Li3I1CI(BaHI4.' It O(OMnJIoKTOBaHa C

Ha obJrrapcKrl e3r4K, cepTr,Iq)I.IKaTr.r, pa3pellleHr.rr n rrHcTpyKrIr4H
H eKCnIOaTaUZr, KaKTO r,r 0 Apyru ,{oKyMeHTrr fi
Texuuqecrara cnequ$urarlul na Btsroxarers
I,Ignr,nHzrers.

2, Xgnrlsuren.gr EpeAaBa Me4zqraucrcara
npeAcraBrrreJr na Brgloxzre:r.r. 3a cr,ornerctBr.iero Ha A Me4raquncxa a\ap a'r y p a
lt [prieMaHero fi IIo Br4A, KoJrr.rqecrBo, KoMnoHeHTLt, oKoMnJreKToBKa ce [oA[ricBa upr4cMo-
npeAaBarereH flporoKotr, BT,B QopMara I,I cbc cbAlpxauuei,To clruIacHo llpuloxenne 1

(,,flpuenro-upe4aBareJreH npoloron") or Crpanure firr4 rexHr4 y[BJ]HoMorrIeHr4
rpe.{craBrneJrr4, cJIeI npoBell4a 3a: orcbcrBr,re na ,,Hecrprnercrnlrq" (ueAocrar6qu,
ge$exru, noBpeArl, rruncu ulutLn HecborBsrcrBar Ha AocraBqqara MeAarluncra a[aparypa
rallrml npl'r4pyNaBa Iara r Ao.rfyMeHTarI r 14 aKcecoapll c r{3rrcKBaHr4rra Ha Hacrorlrlr4t
,{oronop, KaKTo I,r c rexHliqooxt4Te xaparTepr.tcrr.rKu H c I46ItcKB alvgra, rtpe1c-taBeuu B

Texnuqecxo'ro npeAJloxeHr,rs na I4gltlsurers H TexHr.rqecxara cneqlrrpriKarll4r Ha
Brsloxl,ttelx), Hajrr4qrre Ha oKOMrrJreKToBKa Ha AocraBKara ri npe.qcraBtHe Ha AoKyMeHTr4Te,
l,r3HcKBarqfi ce ct'rJracHo roqra I Ha Hacrofiulara alunea. llpueuo-fipeAaBarenHr.t.sr nporoKon
c6A6pxa ocuoBaHr,rero 3a cbc1'aBrHero My (HoMep na ,qoroaopa), ceplreH HoMep/cepuilnr.r
HoMepa r.rJrrr Apyrlr u4eHrn(puq4parqrl anaparypara AaHH:o, npeAMer Ha AocraBxa.

3. tr{snrrqr.rrersr yBiinonaqna BrsJroxureJrr B cpoK or' 3 (rpu) anr,r [peABapr4reJrno
3a KoHKperurrre [ar Lr .rac, rr4 Kor.rro rqe ce rr3Bbprrrn AocraBr(ara. Ilprz npe4ananero na
Me4zquucxa'ra a\aparypa, Iubrlruurensr ocuryp.sBa Ha BtsnoNr4rerr ueo6xograuoro
cuope4 o6croxreJrcrBara BpeMg Aa r fipe reAa 3a rBHu HectorBercrBr,r.s, Karo cr'uloro He
Moxe Aa HaABr4rrrana 3 (rpr,r) 4nll,

4. IIpu roucrarvparre Ha fBHLr HecborBerctrua, E rtloxlrreJlrlT rrMa npaBo Aa
orro(e Aa rroArrr,rme npueMo-[ppIaBargJreH fiporoKoJr. B rera o;ry.iau, Crpanure floAnll cBar
KoHcrarHBeH nporor(oJr, n Koftro ce onrzcBar KoHcrarl.rpaHl4Te HecborBercrBr.irr, u ce
nocorrBa cpoK6T, B KoftTo oFulnre rqe 6tAar orcrpaueHra. Cne4 orcrpaurBaHe Ha
HectorBercrBr.rqra, crpauure tloAnHcBar ABycrpaHeH rlpraelro-npe4anareJreH nporoKoJr 3a
npueMage Ha AocraBxaTa. B r0.nyqart qe HesE orBercrBufrTa ca cBrrIecrBeHH la ne 6rar,-

'|
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OTCTPAHEHI,I B PAMKIITE HA AAAEHII' OT BB3JIOXUTEJI' CPOI(, HJII' IIPI{ 3A6AB'HE HA AOCTABKATA
Ha Me,qurrr'rHcKara araparypa c noBeqs or 30 (TpnAscer) .q'r,t, I];3noxr4TeJrrr r4Ma npaBo Aa
npeKparr4 .{oronopa, KaKTo rr upaBo Aa rroJrfrr.r Hoycrofira n paslrep ua 10 % (gecer
upoqeura) or oroftuoorta Ha AofoBopa, Kal00 r{ aa nonyur,t oopurro 

"a""n" 
nn-a",

aBancoBo or: BrsloNlarelr cyutu,
5' llo4nucnauero lra rprieMo-upeAaBargnHr,rr q)oroKoJl rpuroNeuue 1 6er

ga6ele>nxz r{Ma cuJrara Ha rrpngMane Ha AocraBKara or orpaHA Ha BHnoxureIfl, ocBeH B
cryqaare Ha oKpHT\l HoCbOTBCTCTBT{', Kor4To He Morar [a 6r,lat ycraHoBeHH npu
o6uxHoseHr.rq upeffreA na Me4nrluucxa'ra a\aparypa, rlpuelranero ni 4ocraaxara ua
Me4uquucrara anaparypa c rlpr.reuo-upe4aBareJrgr4r npororon no flpr,rloxenue 1 srua
OTHOII]EHI,TE K6M YCTAHOBEHIITP ]BNOCIC.4CTBIIE B |APAHqIiOHHI,I' CPOK HEC6OTBETCTBIi',

6. BrsroNrarerrr oe 3anbJrlxaBa aa yBe.{oMn rrucMeHo l4gnrftrure:r' 3a Bcr4qKr4
CKPI,ITI4 HECSOTBETCTBI,I', KOI,ITO HE E MOTbJI TA Y3HAE NP}I NPUEMAHETO HA AOCTABKATA B ODOX
ao 3 (rpn) AHr'r or y3HaBaHero r4M, Ho He rIo-KI,cHo or rr3Tr4qaHg Ha rapafiqrroHHrrr cpoK.

7. flpa uanuvue Ha xBHI,I HeclorBercrBllt, rlocoqoulr B KoncrarrrBHl.rr [poroKoJr
rro roqKa 4 ulutu npu HaJrr4que Ha cKpr.rrri HegborBercrBr.tr, KorlcrarupaHr4 or Br,sroxrarers

Megraquncrca afiaparypa trJrpr c6orBerHr4s KoMnoHeHT c6c
Hacrorrqut .{oronop B cpoKi}, trocoqeH cr,orBerHo B

C LI3TICKBAHHfrTA HA

[poroKoJr u/ulu s
p,tlyMeH cpor cJreA noryrraBaHe Ha yBe.4oMJreHlrero no rouKa 6, He Moxe ,4a 6rAe no-
.q6Jrr,r or 14 (ve.rupnua4ecer) girz zmz qeuara no .{ CE HAMAJI'BA CSOTBCTHO C

ueHaTa Ha Hec:boTBeTCTBaqfiTg KOMTIOHeH"TV l.j'rlI C Da3XO 3a oTcTpaHrBaHe Ha
Hecaotsercrsugra, aKo roBa rle BoAr4 Ao [poMtHa B npeAMera r]a nopt.rrara r,t aunarnu"ero
Ha re3rr KoMtroHeHTH, nO3BOJrrBa HOpMaJIHara eKcrlroaraul4t Ha \4eguquncr<ara anaparypa,

8. B cayuaure Ha HectorBercrBr4r! rrocoqeHl,I B IIpOTOKOJT nO TOrrKa
4 BssloxareJrfiT He AbJrxr4 3arrJraulaHe Ha ueHara no 3, u. 2, r. 2 npegu
orcrpar{tBarrero I,rM r4 H3nbJrHelrrTflTa HA OCTaHaiII4Te yCJTOBHT ba nnarqane, npeABuAeHr4 B

.{oronopa.
(2) Monrax
1. ?IsnsrHl4rersl e ,trJltxeu Aa flpuKJrroqfi r43rr:bJrr-rqurlero Ha BcnqKa rerzqocrr4

cBr,p3axl4 c MoHTaxa (LlHcrararurral u BtBexIaHe B ercnJroararltr.q Ha MeAzuauoxara
aflaparypa B cpoK or 7 (ce4erv) KaJreHAapHa AHr.r, cqr-iraHo o[' Aarara Ha no.unr4cBaHe r{a
fipr.reMo-npeAaBareJrHufl rrporor(oJr llpunoNeuue Ns 1.

2.3a usnr,prueulrr. MoHTax( rz BtBexAaHe na Me,quqnHcrara anaparypa B
eKclJroarauHq crpannre, r4J1I4 y[GJIHOMOTqeHU OT T-rrX JrUUa rroAnr{cBar AByCTpaHeH
fiporoKon, nrn Qopuara 14 cbc,csAbpxaHr{ero IIo flpzrioNenne No 2, uepas4elsa qacr or
Hacro.fllrlllr ,{oronop, Bt sroxrdtrersr riMa npaBo Aa orr(axg .qa noAnl,fine lporoKoJra no
Hacrorlq?It roqxa ao oKoHqarergoro BbBexIaHe na MeAr.rU[HcKara arrapal.ypa B
eKcflJroarauur, B creneH [o3BoJrflBrurla Hes a6annata u 6e:npenmcreena ynorpe6a.

(3) O6y.reHue Ha uepoouarra
1 . B clyrai qe I{snrrnzrerqr uMa orrpeAeJreHri r.r3r.rcKBaH}r, K:bM

rinalusuraqu.rra u o6pasonauragro Ha crlerlr4alrlrcrure, Kol4To lqe 6rAar o6yuaaanr.r, ,rofi e
AJTGXeH Aa )EeAoMr{ ga rosa B}3roNHTers, urrcMeHo, B cpoK or. 14 (verupuna,4ecer) Aslr or
[oA[r,IcBaHe Ha Hacrotlq[r .{orp36p. Bsgroxr4rerst nperocraBr na l{snsrHzrerr cnlrcGK
Ha Jrr4rlara, Kor,rro cre,qBa Aa 6t44r o6y.reau sa pa60ra c Me.qrzquucxara aflaparypa B cpoK or
7 (ce4eu) AHII or noJlfraBaHe IIa I43ncrBaHu.sta na I4gnrrs r4TeJrfl HrH r,r3Tl{qaue Ha cpoKa rro
rrpeAXoAHoTo H3perreHfi e.

2, tr4snrrntrrersr e ATB>xeH Aa fipnKrroqu o6y.reunero Ha c[euuaJrr4crnre Ha
BtsroNr'rrer.s B cpor or 10 (ae<ipr) Kansu,4apHr4 AHr4, cqulaHo or.qarara Ha norflrrcBaHe Ha
rrprreMo-[peAaBareJrHr{r nporoKoJr flpulroxeuue Ns 1. tr{gnrrnureJrrr e anBxeH.[o ocu
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rllelr 7. flpeulrnanane na codcrseuocrra r{ pucr(a
Co6crneuocrt:a fi pllcKa o:r cnyvarino [oBpexAaHe

Meqvqzucrara afiaparypa, peAMer Ha AocraBKa npeMr.rriaEa or

AocrarGqeH 6poit o6yranaula, KaKTo ri npr4cbcrBr4ero r.rM, Ha Mrcroro Ha nocraBKa r4

uHcranapaHe na Me4rqnuoxara a apaitpa, r(aro BpeMero n rpat|urrr na o6yreHue ce
crrJracyBar nr.rcMeHo Mex,qy CrpaHnre.

3, 3a usrrprueHo.ro o6yqeHr4e Crpaurre, nlu ynblnolroqeHrr or rrx Jrr4ua
noAnucBar AByerpa'err nporoKon, nrn Qopmara n o'b9 obAbpxalillgTo tlo llpl4roxeHl4g N9 3.
Hepa3A,enHa qacr or Hacrorrqrrr AoroBop. l4:nurur.rreagr He HocI4 OT|OBOpHOCT 3a 3a6aBsie
na ooyvenuero nopaa[ orclbcrBr,Ie Ha clreqr.rMr4cture Ha Btg;roxureJlt no BpeMe Ha nepl4oaa
Ha ooyrreHnero, [p]r ycJroBr4e, qo e yBeroMr,rir nlrcMerro Br3Lroxllrelx 3a raroBa orcbcrBr,re.

4. 3atv,ssa Ha cneqlra!'Il,Icrrr, rroAJlexaqr4 ua o6yreulte e AonycrnMa n cpor go 1

(gAHH) I-I He IIOBerre oT BeAHbx.
9les 6. Korar.o I,Ignrmrarelsr e cK,lrrcqrzr 4oronop/goronopu 3a

NOAH3IIbJIHCHI'E, PA5OTAIA HA IOAI,I3NbJIHI,ITEJII4TE CE NPI{EMA Or BtgIOXrrrEIg g
priclbcrBEero Ha tr'lsnlrHrrreJrr I,I noAr.r3nbrHnrerr IIo pe,4a 14 npl,r ycJloBr,rtra Ha Hacrogrqr4,

,{oronop, fipr.rJroxnMr.r rsna llgnr,ruurerg,

BlsroNr4rerr or Aarara Ha rro,qnr4cBaHe ua llporor<ona ga

I,IJII' NOTI,IBAHE HA

l{:nuuureru nrpxy
MOHTAX I,I B6BEX,4AHE HA

Me4uqrucra'ra anaparypa B ercnJroaraqr4r llpu.noxeuue Ne 2.

IV. IIPABA II 3AnbJI}ItEHI4g HA CTPAHIilTE

I{fleH 8, Ilpana u 3agbflxeuus ua llgur,,rnr.rrens
1. nsn'runrel.tr ce 3aABJrxaBa Aa AocraB[, uucrwmpa u B'Beae B excflJroalaqr,t

MeAltqnscrcara a aparypa, [pe/IMer Ha Hacroffrqur .{oronop, oTroBaprua Ha rexguqecKr4Te
napaMerpr4, [peAcraBeHr{ s Texr 4qecroro npeAJroxeHue na l,fun:sl Hvffers. h Ha
TexHraqecxara cneqlt@nnaqu.r Ha Brgroxnrem, oKoMnJreKToBaHa cbrJracHo r43licKBaHr4trTa
ua vl. 5, an 1 u npu.qpyx(er$a cbc ctorBerHlire AoKyMeHTra, KaKTo 14 Aa rrpexB.r,pJrr.{
co6crneHocl-ra B6pxy Her Ha I]l;groxflrens B AoroBopeHI,ITe cpol(oBe LI cbnracHo ycroBr.r.sra
ua uacronrlzr .{ororop.

2, Llsnt firurensr er Arbxeu Aa Ir3rIbJrHu 3afltrxequ.sra cra no ,{oroeopa u 4a
ynpaxurBa BcuqKl.ire cli [paBa., e orJre4 3atqura l{HTepecr4Te Ha Bb3JIoxr4TeJrr.

3. tr4snibrHurersr ce 3aAbJrxaBa Aa r43B'prrrBa reKyrqa lo,qrpbxKa r4 rapaHrlr.rolJHo
o6cryxBaHe na Megnqr,rucnBr|a a aparypa B paMKr4Te Ha. rapaHrlr{oHHr,r, cpoK, npr4
ycrroBuura v cpoKoBere na ro:u ,{oronop, ctornerHo rrpr4 yclroBr{ffTa Ha rapaHrlarra.

4. I4gnlrHurensr ce:3aA'nxaBa Aa orcrpaHrBa 3a cBor cMerKa 11 B AoroBope'ure
cpoKoBe Bcl,rqKr.r Hec60TBercrEl4{, rIoBpeAI4, 4e$erru u/ulrz otrroueunr Ha AocraBeHara
MeIr'rquucra anaparypa nporBgHra u/urr ornpurra B paMKnte Ha rapaHrlrzoH'ar cpoK,
KOHCTaTI'Ipafilr H fipea.f,BeHr.r I1o pgAa Ha Hacrorrql4t ,{oronop }r c6fJlacHo rapaHutroHHHTe
ycJroBrrfl, tr4gnusarelgt ce 3{lA6Jr)r(aBa npr4 oTcrpaHrBaHe r{a noBpeAu, 4erf exra u,u.t
HeAOCTar6r{H, KaKTO H [p]r r43B6prxBaHe Ha rapaHrlHoHiroro ooc:ryNraHe Aa Btrata caMo
opufrrHaIHr4 pe3epBHr4 qacTr,r u MaTepr,rrufi.

5, I4sntrnurerrr cer 3aAbrxaBa Aa crra3Ba npaBlrJrara 3a B6Tpe Hr4r peA, KaKTo H
X TfiEHFIIiTC I,I3I,ICKBAHI.I' U I.I3I,IC}IGAHH,g gA 6ESONACHOCI B NOMEUIEHI,I'TA NA ASfi'BrIl'iUTErf, U

Aa I43IISJrH'Ba 3arsJrxeHr4tra clr no .{oronopa 6es 4a npevu Ha HopManHoro nporr4rtaHe Ha
pa6orara ua BrsJroxzTeJrr.

6 flnr.r 'rntr-^ - 'w, rrpl rvanw 11 IIa$peMeHHO I'I3IIbJIHeHIie Ha 3a.qbJDI(eHHtTa CI{ IIO HacTottrlr4s
.{ororop, HsntrHzrerrrr uMa nl,pBo Aa noJry{[ uegara no ,{oropopa, cG racHo onpe,4eJlegr,r,
HAqI,IH HA IIJIAIIIAHE,

-li /
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7' I4snsrHurersr oe 3aAbJrxaBa Aa cKillorrl4 goronop/goronop' 3a ,,oAr43nbJrHer{r4e
c nocoqe'HTe n o$eprara My rroArrsnbJrHr,rrenr,I B cpo* or 7 (co4ev) 

^"" 
o, ann,o"runa 

"uHacrotlqfir .{ororop. B cpox 40 3 4nu or tnnto""a"e"o Ha AofoBop 3a [orI43'!JIHeH]re rcJlt4Ha Ao[bJr'r'rrerHo cnopai]yMe]r,ne 3a 3aMrHa Ha fiocorreH a o@epra.ra no,4rl3nbrHr.rreJrH3n'Jr'ureJrtr r,3npa'ua Konue Ha ,qofoBopa HJII'I Ha .{oIrbJIHr4TeJIHoro cnopa3yMeHve HaBr,3roxr.Ter, 3aeA'o c aoKa3fffeJrcrBa, qe ca u3IIGJrHeHLt yclroB'sra no .rrr. 66, u.2 u ll3OII.
8, I4snrruI,trergr LrMa npaBo Aa cKa or Brsroxr rerr Heo6xo,4rr^aoro

c6A9r0TDr-re 3a ocsqecrBrBaHo na pa60rara no .{ororopa, BKJrroqureJrHo [peAocraBrHe Ha
uyNuara rEnQopMaurrr r.r AoKyMeHTr4 3a ri3nrJrHeuue ua l0.oropa u ua reo6xo4uMlrff Aocrsnro fioMerrleHr'rrra Ha BrgnoxureJrr, B KOATO rqe ce MoHTr,rpa Me4uqlrucxara *upurypu.

9, I,IgnsrHurersr oe 3a.6rxaBa Aa rz3Brpuu o6yuenne nu ,aorr{r"a*r"
rlepcoHaJr, ua Bbsroxuterr B yroBopeHrre cpoKoBe r,r rpaSllr, 14 cr,nracuo ,4oroBoDeHure
ycJ'toBr'{[.

10. tr4surrHurensr e Arr,xen Aa orcrpaHr4 3a cBo, cMerKa Bcr{rr(a noBpeAr,r
HaHece'rz Ha vMyrrlecrBoro na BrgroNrzreJrs, Ka(TO Z 4a O6e:rqeru BcrKo rpero Jrr,rrre, HaKoero ga Har{eceHu BpeAH no BpeMe Ha v Br,B Bpb3r<a c lrouraxa,/zscraJrarlasra }t
BtBexAarero na Me4uquucra:ra anaparypa B gKcnJroararlar.

{.nen 9. Ilpana u 3ailr'Jrrrtenllff ua Brsroxrlr.elrq
1 ' llpra 4o6poc6BecrHo rr roq'o r,r3rrGJrHe'rze ua /]ororopa, B'srorxarer.flr ce

3aA6JrxaBa Aa 3aJrla.ru o6ruar' {eHa ro r r. 2, a,r, 1 or rosr,r,{oroeop, csrraci{o ycJroB,rra ,n
IIo HaqLIHa, nocoqeH B HerO.

2. BsgrioNarelqr oe 3a,q',rxaBa.qa 
''pfieMe 

4octanrara na MeAr,l'uucxara
a aparypa' npe.{Mer na loronopa no pe,qa Ha ur. 5, aKo orfoBapr Ha AoroBoDeH[Te
u3ucKBaHr4r, B cpoK Ao 3 (rpu) 4ura cJreA nr4cMeHoro *ry yne4ornfrnaue, naxro , 4u o.r.yp"
AocrG[ Ao noMerrleHl{rra cu u neo6xo4rMr4Te ycJroBr4, sa lionraNa 14 B6BexnaHe.r.o B
eKcIIJIOaTaUr.rr.

3. BtgnoNzren.sr r4Ma fipaao Aa rzcKa or I,Isnutunre;rJx g a r43rIbrl'lr AocraB*ara Ha
Megrzquncrara a\apurypa Ha nocoqeHrrfi e .r.n, 4, a,, 7 or .{oronopa uap.a,' u 

"fon " Oau
oTKJIOHeHT.{' OT IO|OBOpeHLITe ?t:}I,IcltBaHr.rr.

4. BrgnoNfirerrr ce BaABJIxaBa Aa clAeficrsa npu rlpoBe)r(AaHe na o6yveHuero
Ha cBoI.{Te clrequaJrr.IcTri, KaTo oo,r4fyprBa IrpllclbcTBueTo LIM B .qotoBopeHoTo BpeMe,

5. Brgroxarelrr HM4 rrpaBo,qa [oryrraaa uu$opnauur no BcrKo BpeMe orHocHo
noAroroBKarar xoAa r,r opfaHrtsarlfirra no l43rr6JrHeHr.rero Ha AOCTaBKata u 4eftHOC.r.ure.
rpe4lrer ua ,{oronopa.

6, Brsroxzre:'T IrM+ rlpaBo Ha peKJraMarlrrr no or'oureHl,re Ha AocraBe'ara rro
[orooopa Me4uqI'rucna auapary:Pa,TaKTo 

',o 
orHorrreHl4e Ha M.I{T r(a u u'cra,raurrrra, lrpr.

ycJroBr4rra fiocoqenu B Hacrotlqfia ,{ororop u crruacHo fapaHrluoHHr.rre ycJroBr.rr.
7. Brsroxurer fl't krI.ra fipaBo Aa H3r,cKBa or I4gnrnulrrerr 3aM.sHara Ha

HeqborBergTBarqa c Texnraqecru,te cneqaslrraquu ulutu 4e$exrua Megllr{fiHcKa a,,aparypa
uluttu ueintu KoMloHeHTr.r, KaKTo r4 orcrpaHrBaHe Ha HeAocrarbqrzre, no peAa r4 B cpoI<otsere,
onpeaeJreHx Hacroruqrzr .{ororo1r,

8, BrgroNrar:en.rt uirrl npaso Aa orKaxe npaeManero Ha.qocraBKara, (aKTo 14 Aa3AfirATU r'r3U.'rJrO rzJru qacrHqHo, rleHara no floronopa, xoraro HgntrmHTeJrrr He cna3Ba
rr3ucKB,Hr4s'ra na .{oronopa n lrexnuqecr<aT a cnequ$r.maqur, l(oKaro tr4gnrrsrrerst ne
Lr3[6JIHr,r r43rlrJro cBor.rre 3aAtJIXoI{rar ctfJragHo ycnonuma ua .{ofoBopa.

9' B:rsroxlirertr r'rMa flpa'o aa rr3I.cKBa or I4snrrlLztens Aa cKirrorrr. pr na Mvnpe4cralu Konr4r or AotoBoptr 3a noAli3nlJrueHne c nopoqeHr{Te B odeprata i,,,rv
IOAI.I3II6JIHIITEJII,I . " T
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10' BlsroNfirerfl] o.qrbr(eH ra He pa3rrpocrpa'rBa noA KaKBaro r,r Aa e 6oDMaBcrKa npe'ocraBeHa My or L1gn:u.runrera nnQopua4u.a, uMalua xapa*Tep 
"a 

,rpiour*u
rafiua u }rspnvno yfroMeHara or rsnrJrr{ureJrs Karo raKaBa B [pQ.UCTaBeHara or sero odenra.

v. rApAHrtrI{OHIIA OTIOBOPHOCT v
OECJIYXBAHE

TAPAHIII4OHHO

9reH 10.
(1 ) f apauqfi ouua olfoBopnocr

afiapaTypa csHracHo AoroBopeHoTo [peAHa3HaqeHr4e, (aKTo
lpeAJrolr(enrae, Texnnqecrara cneqlrSuxaqua 14 TgxHrlqecKure
6esonacuocr.

r.t ctfJracHo Texnuqecroto
cTaHIapTr4 3a KaqecTBO 14

1, I{snrflHr4tersr tapaurl{pa nbJruara Oynruuouanga roi4Hocr sa Mearaquncxara

2. B parr.rrr,tre Ha rapaHr{HoHHI,Ix cpor zsmm*neJrrr orcrpaurBa cbc cBorr cr4Jrr.r u
cpeAcrBa rcfiqKn HecsorBelr9TBl,rr ua MeAr.rquucr ara d aparypa, c60TBerHO no.4MeH,
Aeoer<rupanra rracru u/uJru rcoMnoHeHTr4 c HoBIr, clfJracHo fapaHrlr.IoHHure ycnoBr4s r4
TexHn.recroro [peAJroxeHr4g HzL Zgnaffrnrerlr.

3. Per<ra.iraar{r.rosuo'r' cro6rqenae Ha B'saoNr4TeJlt Moxe Aa 6rre r43rpare'o no
@arc, rele<fon, eJIeKTpoHHa noula rlJrv o6uKuoseua nor4a, I,l:nt,rHrareJrrr e oou*"n ou
r43nparl4 cBorr r<na,rn$uqrapaun lpe,qcraBr4TeJrl4 HA M.Eqro 3a KOHCTarLrpaHe 14

u4esrnlpuquparre Ha noBpeAara B cpoK or 3 (ryu) auz or nonrraBaHe ru pr*n*uqro"noro
cto6uleuue Ha BtgnoNzrel * flpu nuzutata Ha cepBr43urrfi erfin Ha llsn6rHrrreJr.,r ce c6craBfl
KOHCTaTT'rBeH nporoKoJr 3a rl3B6prxeHoro rexHr.rqecKo o6crynlnaHe, B4AA HA iroBpeAara,
pa6orure z cpor* neooxoArrMfi 3a orcrpaHsBaHero, n 4ra e4rqog6pa:Hr4 e*3eMnJrf,pa,

4. I4gnuuurenrr ce 3aA6rxaBa Aa orcrpaHr.r nacrlnuna noBpeAa r cpox or 7
(ce4err) 4nu rrJrll rro-Kpar6x, crrr4TaHo or Aarara Ha KoHcrarripaHero na nonpe4ara. flpu
HeBbsMoxnocr 3a orcrpaHrBEllle Ha Hacrtlrr.rJra noBpeAa B cpor< or 30 (rpr,r4ecer) 4nu,zgnsruurenst ocrlfyprBa na rlrrsroxurerx o6oporra anaparypa, Korro ce 3a,qbJrxaBa Aa
MOHTUpa It B5Be,4e B eKoniroaraulrt, or cbrr{ut finu nono6eu Kirac Ao lrbJrHoro orcrpaHrBaHe
na 4eSerra./uonpeAara, Karo rapaHrlnoHHrrrr cpox ua Me4lrrllrrrcrara afiaparypara, B [poqec
Ha [oflpaarHe, ce y.qbJrxaBa c6o cpora flpes rofiro e tpaelo orcrpaurBanero Ha noBpeAara.

(2) fapanqlronno (cApau*ro) o6clyNeane
I{gn:slttttte.nqt ce 3aAGJIXaBa Aa ocfifypu Ha Brsroxuter, tapaHrlrzoHHo

(cepnusuo) o6cnyNnaHe na MeAuqr.rncr<ara anaparypa B rapaBrluoHHnr cpox. I,lsnr,,urarelrr
ce 3aAsJrxaBa Aa r.r3BBprxBa c r,rpe,qr.rMcrBo rapaHul,roHHoro o6cnyNnane na Me4uqzncrara
afiaparypa sa Brsroxnrer{ n0 BpeMe Ha qeJrr.rr fapaHrlr4oHeH. nepnoA, B cpoK He IIo-KGCH0
or 3 (rprz) AHrr or rrocrblBaHg Ha 3afiBKa 3a O6cryxrane 0T crpaHa Ha B6s:roNare[s.
fapanqnouuoro o6cnyNnaHe ce oc'rqecrBtBa Ha Mtcro, B rroMerqeH'rra ua Brgrolx'rers,
or oropl.I3r.rpaHrz npeAcraBl.rreJnh ga I4gntlnatelr, a pv HeBt3Moxgocr _ B cepBr,r3ua
crpyr<rypa na ?I3rrbJrur4TeJrr.

vI. HEYCTOIIZKI4

v,ren 11. (1) npu ga6aseHo r43rrsJrHe've Ha 3arbJrx(9Hr.* uo.{oronopa or crpa'a
na l{gnrmutrelrl B HapylreHlie 1la npeABl4neuvre r to:u lorongp cpoKoBe, cbrrlr{rr 3arlJraqa
Ha Brsroxplrerr ueycroftra B pa3Mep sa 0,05 %o or cyMara no qr. 2, a,r. 1 :a eoeKr,r
npocpoqeH AeH, Ho He noBeqe ot 20 %o or o6rqara qena no ql. 2, a.n. 1.

Q) npu ga6asa Ha Btsnoxprrers 3a I,r3nbJrHeHHe Ha 3aAbJrxeHr4rra My 3a
nJraurare no floronopa, cbrrlrrrr 3anJrarq a sa tr4snrsrturerr ueyc.rofira n pa^ilMep Ha 0.05 6/o o2 

7

77



(3) Ilpir Her43nbJrrreurze or crpaua Ha l.furrtJrHHTeJL Ha 3a.4rrx(enl.{sra My 3ao6yueu:ze Ha nepgo'zua na Btsroxr4rer_f,, t;;;;;;
% tr o6.qara qel" 

". tr, 
'i 

,r. r. 
I AErLSr Heycrofina n paotep ua 5

(4) npu cr.rc:revn'_ (rp.n ,n floBeqe nrrH) ueu:nrr fie'ue Ha 3aA'Jrxe'rzrra 3a

ffi#ffiHr;||?J:ffi, ulunu rapamrnoH'I4 peMoHrl'r 
" .:p^o.*u Ha rapa'rrr.rra,

qn. 2. ar. 1. 
3jrox$4reJrr, neycroftra B pa3Mep na L0 o/o or o6qa:ra rleHa no

(5) npu [bJr'o HeIIg''JrHeHr.ie Ha 3a,4bJrxeH rra 3a rapaHrlroHHo o6cryxnaueuluttu rapau\uoH'I, peMoHTr.r B cpoKa no fapa'r{I4sra, I4gu:sffruterst A6Jr)Kr.r Ha

i::::Xjr* 
Heycrofira B pffiMep na 20 %o (anaaecer npoqen.ra) or mofiuocrra sa

(6) Bt anoNlrreJrffT Moxe ,4a nperenArrpa o6*rqoreHue 3a HaHsceHlr BpeArz alpoflycHarl{ [oJI3z no o6qus peA, HeaBI.rcIaMo or HarrncJle11l4Te HeycrofiKr-r ,n He3aBr.t crMo orycBorBaHeTo Ha fapaHrlurTa 3a r,I3n6JrHeHr4e.

i:H:y:t" "tta 
3a BceKI, upcrcpoqe'.qoH, Ho He none'Ie or 20 % or pa.:nepa na sa6aneuoro

cre4uara 6auroBa cMerKa B III4E A.{: BG 81 FINV SiS0 iOf O g843 94.

(7) Heycrofii<zre ce 3artraIrlar u*a6aruo, nprd nouc(BaHe ot Brtnoxureaa, no

IIOAI,I3IIT, JIHIITEJII4

Jgeg 12. Odrqr.r yc.nronur npu;roxzmz rnm fI
(1) 3a usnrpnrnane na getnocru,re no .{oroaopa,

vII.

noJBBa CaMO IOAI{3nbJIHI,ITeJII4Te, [ocotIeHI,I OT Hero
ns6p au la l4snurHr,rreJr,

(2) llpoqeurnoro ).r{acrae Ha .,oAa3,,'JrHrrreaare ri qe'ara 3a r43rr'Jr'eHne
AoroBopa He Moxe Aa 6r4e pa-:la.ruo or rrocoqeHoro B

rv nlvlrtv Ae vDAv pd^5J!41nu ur lrocoqeHoTo B oeepTa4.A Ha Z3II5JIHI4TeJIq.(3) HsnrrHarerixr Moxe 4a r3B6prrrBa .ur""; ;u ;[;;;;Hr're rroAr.r3rbrrHrzrerrr4

.?,H::#::Tj:4"-l-":f: y:lo ri_Aa B*rrloqBa HoBr.r ro.qr.r3r,brr#;;;";fr;;;ffil,;
3OlI cnyvaa ra .rpz npel"r.r4errrrie n 3OfI yclonur.

r.tMa rrpaBo aa
ocHoBa Ha r(orTo e

oTroBopHocTTa 3a
(4) Hesanr.rcuno or ri3noJnBauero Ha no.qr.r3rr6rHuTeJra,

z3nbJrlreHr.re Ha Hacroxqux ,{or.orop u ua I{snrluurenx.
(5) crnrovranero Ha AoroBop c [o,4r3rr6Jrnrirer, xofiro ne e o6saen n osepraraHa zgnrruure* r,r He e BKnrorrEH 

''o 
BpeMe Ha u3nrJrHe'r4e 

"u rqo"o"ofu no;;;;;;rr" 
"3OII pe4 HJrr4 r43nsJrHenr.iero Ha Aeftuocru.re no ,qoroBopa or Jrr,rqe, Koero He enoAH3nBrHr'ireJr, o6Beuo n odleprara ga I4gnsmrutettr, ce pqr.rra 3a Herr3n'JrHeHr4e Haloronopa 14 e ocuoBaHr,Ie 3a eAuocrpaHHo npeKparrBaHe Ha AotoBopa or crpaHa HaBasroxr4terr r,I 3a ycBotBaHe Ha. ttbJrHl.r, pa3Mep Ha mpagqr4rr4 3a rnIrlJIHeHr,Ie.

{"res 13. .{oronopu o noAr.r3nr,JrHureJrr,r
IIpz cxlro.raauero na .{oronopnre c rroAr{3nbJrHrlrelure, oQepnpanu a o$epraraua l'Ignrlsarelr, noc.lreAuvffT e AJrtxeH Aa gb3ga4e ycJroBn.r I,I rapaHrlr.ru, qe:
1' upnloNauute xrziyeu Ha floronopa' ca 3a{'Jlxll,trerHrr 3a r,r3rrbJrHerrne orIIo.4r.r3n6lIHATeIriTe;

2 4efictnux'ta ua rlo4^ snlmrureJrl'rre HtMa aa ,qoBeAar nprKo r-rJr4 KOCBeHo AoHeI43nGJrHeHr,Ie ua .{oronopa;
3. npn ocrulecrrrBalle Ha KonTpoJrHrrre cH Syuxquv,no AoroBopa BssroNr,nersrrrle Moxe 6enpen.arcrneno Ia r{3B6prnBa [poBepKa ,ta A"En ogrra rz AoKyMeHTa'fif,t.a HaIIOAI43NI>THI,ITEJII,ITE.

H.nen 14, Pasn,naulane c [oArr3nbJrHrzTeJru

4
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(1) Koraro qacma or fiopbqKara, Kotro ce I,I3IIbJr]rrna or lloar4 3[IJIHI4TeJI. Mo)Ke
aa 6rAe npeAaAeHa Karo orAeJreH o6ex'r ua Llsur,rHnneJrr rr4 Ha Btgroxnters"
Brsroxvrersr sanna la Bb3Hafpa)KleHlre 3a ra3l{ qacr ,qr4per(THo Ha [o.qr43rrbJrHr,rreJrr.

(2) Pa:nlaulanu.rrra rro a,rnHes 1 ce ocrrqecrBtBar Bb3 ocHoBa Ha ucxaHe,
OTIIPAB9I{O OT UOAI.I3IIT'JIHTI rE.rrA 4O BTSIONI,ITEJI' qPO3 I'bNbIHUTET', rOftrO E AJIbXEH IA TO
npeAocraBa na Brgnoxure[a n l5-gnonen cpoK or [oJrflaBaHero My.

(3) K'rr rcKaHero 
''o 

aJrrr'er 2 r4snrnsuretnr npg,qqcraBr craHoBr.rqe, or Koero
.qa e Br4IHo naJrr{ ocnopBa fiJrarqallvflTa :drfir qacT oT Trx KaTO He.{FJrXr.1Mr4.

(4) Bronoxurenrr I4Ma flpaBo ra orxaxe rrJrarrlaHe rro ajrlrHer 1, roraro ucKanero
3a nJlauaHe e oclopeHo, Ao MoMeHTa Ha OTCTpaHSBaHe Ha IIpUrIIdHaTa 3a OTKa3a.

VIII. YCJIOEI4I,I 3A IIPEKPATffBAHE TT PA3BAJIqHE HA
,IIO|OBOPA

rlnen 15. (1) Hacroxqrarr:,{oronop ce npeKparrBa B cre.quure cryqau:
1. no neazr\tno cGrJracue na C'rpaurare, r,r3pa3eno n nucuena Qopua;
2, c usrr4qane Ha yrollopeHr4r cpoK;
3. r<ota'ro ca Hacrtnr.rJrlt ctrrlecrBenrz rrpoMeHu rrn rpunancupanero Ha

o6tqecraeua'ra nopt,qra - rrpeAMer ua .{ororopa, r.raet u rqr{rra Ha Brsloxrurelx,
Kouro rofi He e MorlJr r,rJrrr He o 6un 4:rcxeu Ia npe1Bup:r4 urryl npeAoTBpaTr4 - c nIlcMeHO
yBeIoMJreHHe or Brsnoxzrela, peAHaxa cJlea HaortrrBaHe Ha

4. llpu uaclrnnaue IIa EeBuHoBHa HeBt3Moxuocr 3a r43n6JrHeHr4e HerrpelBaaeHo
nr{ HenpeAoTBparrzirao ct6utue oT r43B6HpeAeH XapaKTep, o cIeA cKJrrorIBaHeTo Ha

6es npegrzsaectue, c
.{oronopa (,,uenpeoAoJrfiMa cuwt") sa cpoK rro-AtJrbr or 30 .qsu.

(2) BrsnoxureJrrr Moxe 4a nperparu !o

eHI,Ie Ha I{sflrwrulenfl.
fapaHrll4oHHrl peMoHTn B CpOKa

HA

HA

2. npl4 IIbJrHo HeI,I3nr,IrHeHr,Ie Ha 3aA6rxeHl{fra Ha I4pnr,nuureJrr 3a rapaHI]I4oHHo
o6cnyNnane u/uJrE H3BrprrrBaHe Ha fapaHrlaoHHrz peMoHTr,r B cpoKa no rapar:f1\uflTa; nnu

3 . npu sa6ava flpo4rbJrxr,rJra noBeqe or 3 0 (rpu4ecer) rHtr r4lr4 npr{ ntJruo
Hel{3n6jrHeHr4e Ha 3aASJIXeHr{(:[O Ha I{snrru:r'-JerrL 3a B6Bex(Aarrero B eKonJroaraur.lr Ha
Me4lrquucrara anaparypa, ralr.r,nu sa o6y.renl4e Ha fiepcoHaJra Ha Brsloxurenr; ralu

4. asnorgsa fioAn3]lbrHr.rrer, 6es Aa e Aer(JrapHpAJr roBa B AoKyMeHTr4Te 3a
yr{acTr.re, rrJII-I H3noJr3Ba noArfin'liJlHfiTeJr, XOfttO e pa:nrzveH oT To3r4, roftto e nocoqeH, ocBeH
B CryrIaI,ITe, B KOLTTO 3tlMtHara, cboTBeTHo BKJIIOqBaHeTO Ha IIoAIr3[bJrHI,ITeJr e ll3BlprrreHo
cbc gtrJracuero sa BT gloxurel.S u B ctorBercrBIae clc 3OlI H Hacrot[Ir4s AoroBop;

(3) BlsnoNr.rr:enxr rperparrBa ,{oronopa B cnyqauT€ no .!r, 118, an. 1 o.r 3OlI,
6es Aa Au'rxfi o6esulereHr,re Ha tr4gnrlunrelr 3a rrpertprrgHr4 or npeKparrBa'ero Ha
loronopa npegu, ocBeH a.Ko flpegpar.f,BaHero e Ha ocHoBaur4e qnr 1 1 8, m. l, r. 1 or 3OII

(4) flper<parxnanero ,craBa cJreA ypexAa'e ua $uupuconure B3ar,rMoorHorrreHr4,
ltex4y crpawt:re 3a r.r3BbprrreHrlr$e or crpana Ha zgnr,nHurer.s ta o,Ao6peuu or B:rg,roNr4rerq
AefrHocrfi rro r,r3nbJrueHr4e na ,{onoropa.

yBeAoMJleuue, rz3fipareHo 4o I,Isntluurelx:
1, npu cuctetrHo (.rpT4 n noaeue nrrur)

3aAtJrxeuurra 3a rapaurlr4or{Ho o6clyxnaHe zA.rlu
MPAHIII4'TA; I,UII,I

(5) BlsnoNnr:eJrrr Moxe ra pa3Burrt .{oroaopa
npeABr4AeHI4 B HerO HJru B IpI4JIOXT,TMOTO 3aKOHOAaTeJICTBO,

9.nes 16, Hacrosu{ragr lororop nnoxe 4a 6l4c
Crpauure npn ycroBnsra Ha qr. tl 16 or 3OII.

irro peAa ra rrpr4 ycJroBtirTa

V3MEH'H I'IJII4 AONBIBAH OT

,{



IX. HEIIPEOAO"ITIIMA CI{JIA

rr'neu 17. (1) crpanure ce ocno6oxcgalar or orroBopHocr 3a Herz3n'rHeHue Ha3AAsJDr(eHIrfTa cLI, KOraTo H$Ilb3MoxHocTTa 3a I,I3IISJIHe]
cara. Haxoq or c:rpanrzre He Moxe Aa ce no3oBaBa 

"" 
r#r.h##f #":H:t:X"#:ga6asa u ne_-e unQopur.rpa,ra gpyrara CrpaHa 3a Bb3Hri*Ba'ere ria HelpeoAo,rr,rMa cr,rJra.(2) Crpanara, 3acefHara or Heflpeononr*a cwra, e ,4rrbx'a ,4a npeAlprreMe

Bc qKr.r p.ByMHr,r yclr'oun v MepKr,r, 3a .4a HaMaILt AO Mr4Hr{MW rroHece'r{Te spe.qu fi :ary6u,KaKTo 14 na yBeIoMr4 rrr.tci*e'o Apyrara Crpana HesaoanHo nplr 
"urrnru"" ''uHerrpeonoJrr4MaTa cIIJIa,

(3) .{onaro rpae r{e''peoro 
'rrl*ara 

cr a, v3nrr}reHr,rero Ha 3aA6rxe'r{e1.o cecnfipa.
(4) He noxe .qa c9 

''osoBaBa 
Ha Her]peoAoJrr{Ma c}iJra ona-:v cr:paua, ua*one6peNnocr rrJrr'r )a4rrrrlJreHr4 Aeficrnus mu 6ez4eicrzut ca AoBeJru Ao HeBB3Mo)r{Hoor 3a

r.r3rISJrHeHr,re na .{oronopa.

x. AOIIbJIHTITDJTHII pA3rropEnFr4

{neu 18. 3a scz.rttu HeypeaeHn B Hacro.,rulr4,
Aefi crBatrloro 6:llrapcro 3axorroAargJrcrBo.

9.nen 19. (1) Vnr,nuoir.rorqeHv npeAcraBrzreJrr4 Ha
[pIleMaT n npaB.f,T r{3rBJIeHr4r lro r43nBJrUeHr4eTO Ha HaCTOTU_Ir4,

3A Bb3JIOXIITEJI'I:

BOp BT,rrpocH ce npr4Jrafa

KOLITO MOfaT Aa
foBop ca:

3a BCrKa npoMtrHa Ha
u trntlaTa, KOUTO fr4

(3) Ctpanure ce 34qFnxaBar 4a ce un@opnrupa.r Bqar.rMuo
[paBHr.rr crl craryr, aApecure cH Ha yrrpaBJreHne, reledenrzr:e
IIpeAcTaBJrtBaT.

(4) o(buquanna KopoorIoHAeHIII{r MexAy crpauzre ce pa3MeHr Ha nocoqeHr4Te BHacrorrqrrr [oroaop aryreca ria ynpaBJreHlre, ocBeH a*o Cqparnrc 
"" "" ,"[oprrpu,

rrr'rcMeHo 3a Apyfir cBou aApecn. rlpu ueyne40uxBaHe rrJ* HecqoeBpeMeHHo yue40o,r"uun" sanpoMrHa Ha a'qpec, ropecnonpplqu.rrra r.i3rpareHa Ha a.4pecr4Te no Hacrorrrlr4, .4'roBop ce
cql4Tar 3a BaJrrrAHo I,I3npareHlr r4 troryrreHlz or Apyfara Crpana.

(5) Bcl.rru mo6qe*ghr r{ yBe.qoMreHur ce r{3npall4T no floxlara c nperopr,liaHa
flparKa r'rJrr4 no Kypr'rep' rluclrer{Ere yBeAoMJreHrrr ueN,qy crpapura oo 

"urto"utr" 40ronopce cqurar 3a BaJTTAHO Urnparipuu no $axc c aBToMarr4rrHo feHepr-rpaHo cro6rqeHue sano.lyrlaBa,He o"I a4pecaTa r4t7r4 n{l eJreKTpoHHaTa fiorqa Ha cTpaHqTe, no,qnacaHfi c eJIeKTpoHeH
flo.[nI4c,

{nen 20' traknsn'r'r'ror.f,T HrMa npaBo Aa rrpexpibpJrr cBor-rre upaBa uJrr43aAsrxenr{r rro uacr:oarqrax .{ordrop na rpenr rI4rI4 oCBeH B CJryqar,rre npeABra,qeH]z s 30r,{nen 21. (1) Bcuunu crropoBe, [opoaeur{ o, ,o.ra ,Ilo.onop ,n" o"rua"rrqr 
"" 4o

lerc, qe 6t4at paspeuaBau rltpBo no uaarucrge6eH peA r{pe3 [peropopr,r Mexay ABereCrpauu, raro n cny'raft Ha cnop, ocna Crpana vo*a au ,.rrpunln Ha Apymra Ha 11ocoireHr,lre
aApecll 3a KopecnoHAeHrlr4r no-llory no(aHa 3a rrperoBopr{ c lloqorrBaHe Ha Eara, .9Iac kr N3alperoBopl{.1't'v'vuvy'Lvr1u9u.1r:,.lrl9n.LA.I[a'qacvMflcTof.,
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(2) B clyvaft Ha Henecrrlraue Ha AoroBopeHocr no peAa Ha flpeAxo4uara aJrr4Her,

Bcr4vKr.r cnopoBe, nopoAeHn or ro3n ,{oronop rzJrrr orHactuln ce Ao Hefo, B(JIIoqI,ITeJrHo
crropoBere, orHacruru ce Ao HeroBoro rbJrKyBaHe, ne4eficrnr,qelnocr, HeH3IIIJrH9HI,IS yJII4

npeKparsDarro qe 6tAar orriarcrrur4 3a prurJro)K.4afie lr pelnaBaue rro peAa Ha fnK or poAoBo
KoM[eTeHTHt4ff crbA B rp. .{o6puv,

rl,lett 22. Hr,rrqoxnoorra Ha Htrot or KJIay3Iire rto .{oroBopa vrJfi4 Ha

AONbJIHUTEJIHO Y|OBOPEHI,I YCJIOBI-{' HE BOAII NO HI{IqOXHOCI] HA APYfA KJIAY3A HJII,I HA

,{oronopa raro qrlro.

llpn no,4nucnauero Ha Hacrorrqur ,{oroeop 0e [peAcraBr4xa cJreAHr4Te

AOKYMEHTI4:
- sa o6croqrercrBara no w. 54, al, 1, r. 1 or 3OlI - cBr4AereJrcrBo 3a c6Ar4Mocr;
- ga o6crorrelcrBoro no wr.54, an 1, r, 3 or 3OfI . y.qocrorepeuue or opraHure

rlo npr4xoAuTe I4 y.qocroBepelttle or o6ulr.ruara tro ceAaJrr,Iu{ero Ha B:b3Jroxzrerf 14 Ha
KAIIAI,{,4ATA I,IJIII YqACTHI,IKA;

- ga o6cro-f,'rercrBo'ro rro ur, 54, ar. 1, r, 6 - yAocroBepeHrre or opfaHr4Te Ha
ll:nrrttlzremra arenqux "f.nanua uHcneKrlur no rpyAa".

- cepra$r.rnar 3a rrprrJraraHe rz rroAAtbpxane Ha ou creMa 3a ylpaBJreHue Ha
KaqecrBoro EN ISO 9001 s odracrra Ha [pori3Bo.qcrB oro ulutth TbproBr,rsra c MeAr,rqrrHcKr.t

r43Aerr,rr uluru cuclewa sa ynpaBJreurre Ha KaqecrBoro EN ISO 13485113488 ulutu
CKBI]BAJICHTHA.

- .{eraapaqur no vr. 6, an 2 or 3anoua sa MepKnre ppeqy r43rtupaHe Ha [apu no
3aAbrxI4TeJIHIit o6pa3er{ llpuroxenne J\i: 3 or Aoryuenraqnrra 3a yqacrae.

Hepas4erua qacr or Hacrottqur ,{oronop ca qneAHr,rre lrpr4 noxeHr,rs cJre.q

noAIII4 CBaHeTO I4M:

1, flpunoxeHrae Ng I xru ql. 3,*n.4,r. I - llpueug;npegaBarefleH nporoKoJr;
2. flprznoxeuue Ns 1 rc,r.r u.n. 3, ar, 4, r. 2 - llporor{oJr 3a MoHTa)K r.r BbBe)KAaHe B

eKcnJro aTarlr{r Ha MeAr4rIr,rHcKa ra aTrap aTy pa;
3. flpuroxenr.re Nb .l ruvr ur. 3, u, 4, "t,3 - llporgron 3a r.r3orprrreuo o6yvenr.re

Ha flspcoHeura Ha Bbsiroxr4TeJu.

Kru nacrorqu.r 4 ca rpr.rJroxeHI,I:
1. Texnri.recxa
2, Texuuqecxo

HA BBJIOXUTEJIS;

e Ha I43II6JIHI4TeJI';
3. I{enono E HA I43NTJIHI,ITEJI';

Hacro.srqu.sr ,{oror:1pp ce rroAtrr{ca n 3 e4noo6parHr4 eK3eMnJrrpa - ABa 3a
BrsJroNhrerg u eguu za llzn'n.Hr{TeJrr.

/'



Ifpunoucenue Jfu .1.3 - sad.bnzrcumeneu o6paw4
Ilpedcmaea ce no o6oco6eufl nosuuun ly!! 3

T IIXHI4qE CKO TIPE.[N OTTEHIIE

Iro o6oco6eua no3rrrtrufl J\! 3: locranxa, BbBe)KtraHe B e*cnJroararlrrfl rr
rapaHrlr.toHHo noAAl,p}I(aHe Ha rroJryaBToMaTr4rreH KqaryJraTop

llognucalrzxr Teo4op I4natoa 3a"ru$upoa, EfH "f^- 
_ u KaqecrBoro cu

ua vnpanur:en (uznucea ce dnu:4cnocmma) ua "EJrrA 90 M" ooA (usnucea ce ur/rcmo Ha
yvacmuuxa), cbc ceAarr{qe: Cotfux 1000, aapec Ha ynpaBJreHue yJr. ,,[ynaz," 19, nx, A, er, 1,
an.2.ELIK 130469816.

nPEAnAtAM CJIEAHI4TE yCJIOBI4.f, 
:

1 . .{ocraalta, BEBexAaHe B eKolJroaTarlprr lr faI)arrrII4oHHO .tIOAIspXaHe Ha
rrolyaBToMaTr.rqeH KoaryJraTop :

Maprca: Start@ Max;
Moael: Start@ Max;
Ilporzsao4ure.n: Diagnostica Stago, @pariqzr;
fograHa na nporzsno4crno: 2018;
2. CsoTBercrnfie Ha rrDerJraraH ara Mefivfivr

h\

z. uBorBercrBfie Ha rIpe,4JlaraHara MeAr,rIIr4HcKa a\Aparypa c u3t4cKBa'civfrTa Ha
TexHr,tqecKara cnerluQuraqur :

rIora
3ATEJI

J\}

Ilapaiuerplr

k)
?<tr
lE-

Texnu.recru r.r3r-tcKBanr{fl
KI>M AOCTaBTHaTA

MeAnrnuHcKa anapaTypa

H3HCKB

IocoqeHL
2l

BI|e c Ha

BHATA
HCKA

ypa c
tLtflTa,
I ITOJIOHH

J

CrpaHr.rua or
KaTaJIOf, npocneKT,

npoayrcroB IncT
HJTH APYf AOKYMEHT
Ha npou3BoanTeJlfl,
rfl,AeTo e nocoqeHo
CI,OTBETCTBNCTO HA

tflpeaJroxeHllero c
llt3I.IcKBaHngTa no

Kofl,2n3

.%r\

I 3 5
I OurosHr.{

napaMeTpr,r

PT, APIIT, Fibrinogen,
Thrombin

PT, APT'
Fibrinogt
Thrombir

11,

Crp. l, r. i.1. or
.n,ern apaqu.r :a
C.5 OTB9TCTBI,IE HA

IIpou:no4Nrelr
2 ,{onr,auurenH

u fiapaMeTprl
Penra;rp-sHo npelre;
Oaxrop V; Oaxrop VII;
(Dat<rop VIII; @axrop IX;
aKTriBH.paH uporeuu C
(APC); llporcuu C;
llporelu S; Jlynyceu
anTr4KoafyJraHT.

Penrzna:
rpeue; o
V; (Darrr
@axT op r

@arrop I
aKTHBr.ipf

upoTer,rH

(APC); I
C; Ilpore
Jlynyceu
AHTI{KOAI

HO

lKTop
p VII;
rTTI.

H

l
poTer4H

AH S;

ynaHT

Crp. 1, r. 2.1. or
.I|ernap aqur sa
C6OTBETCTBI,IE HA

llpousao4rarelr

6)ts.
lffrr,

,/ \v\/\\
' "It--./-.i,0 0 v1 ?

"/ \"2

l.lt''



3 Orropeua
CI,ICTEMA

BrgNroNrtocr sa

flpofpaMupaHe Ha apyfri
TecroBe or uorp eOilrelx

Bsel\4ortlloor sa
[porpaMr{p aHe Ha

ApyrH TeoTQBg OT

IIOTPE6I,iTEIIIfl

Crp. 1, r. 3, r 3.1.
o'r .{enrapaqua sa

CbOTBETCTBI,IC HA

ll.povgsoaureff
4 Terr,rnepupaHe

HA

pgaKTr,rBuTe

Teunepupane ua
peaKTr{Blrre nplr 37'C o
ronepanc t/- 0.5"C o 16

rro3rlqnfi 3a nHKyoaqrrf, Ha

KroBeru, 4 IBMopBaronHr{
Kanurav? no3r4qr4l4 3a

PEAKTIIBI{, KOHTPOJI HA
vvwtt6otr.lorc

Teunepupqne na
poaKTr{BnTe rrpn
37"C c roqopaHc
+l 0.5'C c i6
no3r4ur4r4 3a

r4HKy6aqr{ff Ha

r.I3MepBaTeJiHI4

xananau2
TIO3I,IqIIIT 3A

peaKTr4Brr,

KOI{TPOJI ITA

unry6aqnErra

Crp. 1 or
IlprlJroxoHa
6pouypa ua
rrpeAJrafaHaTa

arlaparypa.

r-rn 1 r d1 nr

,{exnapaqnr sa

C],OTBETCTBIIE HA

flpougso.qurers

5 Enerrponua
cBSpSar{a

nlrneTa 3a

HAKANBAHE HA

peaKTv Br,rTe r{

craprnpaHe
HA

I,I3MEPBAHETO

Ha:rnque Haruque
.{er;rapaqur sa
C}OTBETCTBI,IE HA

flporasao4rarerr

6 Teuuorpucra
JIeH CeH3OpeH

eKpaH

HaJru.{ue Haluque
npl4JrolKeHa

6pourypa ua
rrpeAJrafaHaTa
a apaTypa.

C'rp. 1, r. 6 or
,{errapaqux sa

CT'OTBETCTBUE HA

llpousnogurelx

7 Bsgi\4oxHocr
3a cBbp3Bal{e
c 6apro4
qeTeq

Haruvrli,e Hanaque C'rp. 1, 'r. 7 or
.{ercrapauux sa
CTTOTBOTCTBHO HB

flpofigsoAnrerg

8 Ilpe4eapuren
HO

rlpofpaMI{paH
14 TgCTOBE

Harlr.rlte Hwtu,tne C'nn 1 'r Rnr.

,{exrapaqun :a
CT'OTBCTCTBI{E HA

flpolrgnoaurers

9 llorpe6urenc
KI,I HIiBA HA

AOCTl'I1

He no-yamo or 5 He no-n{ro or 5 9:!..1:l: ?.9-",n',r
{rr{ }t
hBUd I!- r \,c;

,'\ \"?. *-l='{n/ ,/.
,l_" _,/. cr, ,,$u,,



IIpou:no4rare.n.r

10 Pesyr:rarlr sec, %, INR, gll,mgldl,
IU/ml

sec, %, INR, g/1,

mg/dl, IU/m1 ,{euapaqlrr sa
C'I;OTBETCTBI4E HA

flpousnogure:rx

11 fioprone

@

Bpr,sra c LIS, ue no-
vranxo or 2 nopra USB,
nopr Rfi-232

Bpr,sra c LIS, ne
nO-ir.ralXO Ot 2
nopra USB, nopr
RS-232

Crp. 1, r. 1 1.1,

11,2, 11.3 0t
,{ernapaqur :a
CTTOTBOTCTBI{0 HB.

llpou:ro4lrrern

V.racrulrrcnr galr,Jtr(trrerHo tro[r,JrBa KoJroHu 4 lr 5 ua 'ra6nuuara.

3, Cpor Ha .qocraBr(a, Ho He rro-AbJrtr o'r 60 (rnecrfiecer) r<a,rrxgapuu ftlv or
cKJrrcqBaHero Ha AofoBopa 3a o6ruecrseHa rrop'bgKa:

60 ( uecr4ecer ) KaneHAapHr,r AHH,
4, Cpor< Ha MoHTax pI BtBexAaHe B s(cnroararlfir, Ho He lto-alrbr or 7 (ceAer',r)

KAJIEHAAPHII AHI,I OT AOCTABKATA:

7 ( ce,qernr ) rareH4apuu ,4uu,
5. Cpox sa o6yrenue Ha cneunaJrlrcrrlre Ha Bb3Jloxr4Tem, Ho He no-A'u'ur or 10

(gecer) rareuAapHll AHH or AocraBKara:
1O t'rcnp-\ va naun,

^*--*Aaprxl4 AHI4.

6. Cpor 3a rapaHurror{Ho no,u,qtpxafie (rapanqlroHen cpox), rro }re [o-KparbK or
12 (gnaHa4ecer) KaJTeHAapHr4 Meoeqa:

1 1 t' ...-..a^-- \ ,/ KaJeH.4apHfi MeCeUa.

7. Ipueuau B rapan ,l'roHHHr cpoK ,qa orcrpaHrBaM HpcrTrnuJra noBpera B cpoK or
7 (ce4ev) Arrrr LrJrri no-KparbK, equrauo or Aaram rra Koncrarppauero na nonpe4ara. flpra
HeBt3Moxuocr 3a orcrpaHrBaE.e Ha HacrtnfiJra noBpela B cpqK floBerre o'r 30 (rpra4ecer)

AHI4, r.r3[lJTHUTeItT Oouryp.f,Ba Ha Bb3JrOXriTeJu O6OpOTHa anapaTypa, KO'TO Ce 3a,q6JI){(aBa

Aa MOHTITpa rr BBBe.qe B eKcfiJIOaTaUHt, OT C6 lt4.tr UlrZ 4O4O6en KJI€|C AO TTbJIHOTO

orcrpaurBane Ha 4e(perra./nonpegata.
8. ,{ernapupan cpoK r{a Barrr.rAHocr Ha oibeprara: 3 (1pu) Meceqa or Aarara, Ko.sro

e nocoqeHa 3a Aara Ha noAaBaHe iHa oEepTara.
9. Ilpueltau cporoBe'ne 3a nJIaIrIaHe:

9.1. Illpra BrrocKa B pa:nep Ha 30 %; or npo,4axHarp qeHa - B 3-4Henen cpor< oT

cKIrorrB aHeTo Ha AoroBopa;
9.2. Bropa BHocKa B pa3Mep Ha 70 %o or flpoAa)KHalla IIeHa * B 60-.qneneu cpor

cJreA rro,4nHcBaHe Ha npr4eMo-rrpeAaBaTeJreH ripoToKoJr 34 .qocTaBKaTa, MoHTaxa 14

BbBex,qaHeTo B eKcnJIoaTaul4t.
10. AEKJIAPI{PAM, lre AocraBrnara MeAIzquHcKa rqxHI4Ka:

10.1, Orronopx Ha Ha[cKBarrurra r{a qJr. 82, an, 7 br 3anoua 3a Me,4uuuncKare
usaerrzx (3MI4),

I0.2. I4uauucrpyKrlr4r 3a ynorpe6a na 6:rmapcrcu
10.3. E $a6puuHo HeBa, neynorpe6xnaHa, nepeq

u [por4BeAeHa He no-paHo or 2017 ro4.

I0.2. I4ua uucrpyKrlr4r 3a ynorpe6a Ha 66rrapcKu ee}.{K.

10.3. E $a6puuHo HeBa, neynorpe6xnaHa, HepeIII4K+IapaHa, HeAeMoncrpaqrroHHa

1 1. .{erraplrpalr cb racriero cri c KJray3nre Ha rlpl,IJrpx(eni4r IrpoeKT Ha

12. B cny.c,afr.,.re 6t4a onpe,qeJleH 3a LT3I6JIHI,ITeJI HQ fiopbrrKara, ce
IIpH noAlI{cBaHeTo Ha AOfOBOpa 3a oOnIeCTBeHa nopbqKAf Aa

e/
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AoKyMeHTr{ yAocroBeprBarlrl JlrrIcara Ha ocHoBaHI4s 3a oTcTpaHtBaHe oT npolleAypaTa,

KaKTO u CbOTBeTCTBLTeTO C nOCTaBeHLITe KpUTepnI4 3a noA6op:
- 3a o6cro.xreJrcrBara rro qJI. 54, an. 1, t. 1 or 3OlI - cBl{AerercrBo 3a cbAl4Mocr;
- ga o6croxrercrBoro no utr,54, wt, 1, r. 3 or 3OlI - ylocronepeHl4e or opfaHhre

no nplrxoAnre u yAocroBopeHlte or o6tquuara rto ceAaJlltuloro Ha Bl3iIo)KItreJIt I'I Ha

KaH.UI{Aara r4Jrr,r yqacTHI4Ka;

- ga o6crosrencrBorr) no wl 54, al. l, t. 6 - y4ocroBepeHfie or opraHl4Te Ha

tr{susrHurerHa areuqux "franua uHcrIeKIlI4s rto rpyAa";
- cepru$urcar 3a rlplrilaraHe Ii nogllpx(aHe Ha cl{creMa 3a ynpaBreHl,Ie Ha

KaqecrBoro EN ISO 9001 s o6racna Ha rpol{3BoAcruoro H^tlI,I TbproBl{fiTa 0 MoAIII{I{HoKI{

v31ernu. ululu cucretta 3a yupaBJreHlle Ha KaqecrBoro EN ISO 13485/13488 ulutru
EKBI,IBAJIEHTHA.

- Aexlapaqrzs no ur, 6, m, 2 or 3arcona ga MepKI.ITe cpe {y H3n.upaHe Ha napl4 -
rro 3aar,Jr)rorre;len o6paseq llpuloxente Ns 3 or o6pa3qare AoxyMen:rui or AoKyMeHTaIIIztra
3a yqacrHe.

Teo4op I4nauon 3antpupon - Vn,
(uir.re, 6arqltro ra $alrnnur, 4ntxul

a,\,



Ilpunoucenue J,,lb 2.3 - sad,bnucumenen ofipaserq
Ilpedcmaoa ce no o1ocodeua nozuqua Jrfi 3

IIEHOBO IIPEA,TIOXEHI,IE 3A I{3nbJIHEHHE HA nOpbqKATA

IIo o6oco6eua no3urlrra j\! 3: flocranxa, BbBe]finane B eKcrlfloarauuq
f apaHrlr{oHHo rro!A1,p}r(aHe Ha rroJryaBToMaTr{rteH Koaryfl aTop

or,,EJITA 90M" OO.[
cbc ce4aruu{e B Co$ua o6quria O6opurqe u aApec r{a
ynpaBJreHne yt. ,,[ynan" 19, nx. A, er, 1, arr.2
EI{K / ByJICTATI3 0469816 npeAcraaJrrBaH or Teogop llranoe 3ausupon
EfH --" ] KarrecrBoro My Ha ynpaBr.ireJr

Ilpe4crauv rIgHoBo npeAJro)KeHr4e no o6oco6eHa no3r.trIr4r No 3 .{ocraara,
B eKCIrJrOaTarlr4r 14 fapaHllrzoHHo noA46p)r(aHe Ha rroJryaBToMaTr4qeH KoaryJraTop.

7'000 (ce4eu xum4u) nena 6es ,I[/IC.

llognuc ua npe4crtt"BJrrBarqoro truqe E rreqar:. .

Teo4op I,Inanon 3av(fupon - Vnpar__-
(rzne, 6arq4uo ra $alrzlnl, 4rnNirocr,

/it . fl
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