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Br,e npa:xa c rrocrbnl{nl,I Bbnpocrr no o6rqecreeHa [opT,arKa orxpr4Ta c pe[reHrre Ha
Bs:noxrare.ns PA-17-582112.10.2012 r c rpeAMer: ,,[ocranKa, Morrra)r(, rycrcaHe B
eKcrlJroarallu'Ir ooyuenue Ha cfieqrraJrrrcrrr tr rapaHrlrroHHa rroAApbxKa Ha eArrH 6pofi
Sadpu.uro HoBa peHTreHoBa ypeg6a 3a MerpoJroruqHu qeJrr{ c rca,ru6ponbqrra rr,lHuq rr eArrH
6poit Qa6pu.uro HoBa aBToMarrrrrHa TLD crrcreMa 3a MoHr{Topr{Hr Ha Ao3rrre" rto 4Be
o6oco6eHu rro3urlr{r4.'

O6oco6ena [o3rrrlrrfl NeI,,focmaerca,
cneLpanucmu u zapaHquoHua noddpuctcKe Ha

MempoJ,iozuqHu qeru c rcanu6poeuuua nunufl";
O6oco6ena rlo3rrrllrfl Na2 ,,focmasKa, MoHma){, nycKaHe B eKcnroamaqun, o1yueuue ua

cneLluanucmu u zapaHquoHna noddpt)rcKa Ha eduu 6poit fia1puuuo Ho6a (tBmoMamurtua TLD
cucmeMa ga MoHumopuHz Hq dosume ", Bfl yne4oMrBaMe cne.qHoro:

Brupoc J\bl: B rexuuqecKara cnequ$uxaqrs roqKa $r.urpu ,,KounreKr $r,rnrpra cropeA
ISO 4037, TRS 457 z IEC 61267" 3a MeAHI{.u $u:rrlp e 3arrr4caHo Cu 0,01 ir,rna. Mors Aa 6rte
yror{HeHo AalTr.r He ce Kacae 3a reqarHa rperrrKa v [acraBa AyMa 3a Cu 0,1 uu?

Orronop: He e AorlycHara fleqarna rperrrKa. Heo6xolr.rMara 4e6eluua na Cu $lrnrtpa
rpx6na Aa e 0,01 mm.

Bupoc J\b2: IrlgncxnanvrflTaB TexHraqecKara cueqn$rrnar\us. ca 3a yHr4KaJrHa cr.rcreMa, Koqro
He ce [poI,I3BexAa cepuftno - ToBa e Br{AHO B .4OnbnHr4TeJrHr4Te r43r.rcKBaHr.{s., 3afrrt}alql 3a
peHTreHoBataypeg6a. llo.qo6HIa yHI,IKaIHI,I cl{creMr{, Ho cbc 3HaqurerHo no 3aHrrxeHr.r rl3r4cKBaHut
IIo orHolrrehlIe Ha aBroMarl4Kara (fyurql4oHlrpar s PTB Epal'unnaftr - fepuaH:,rs 14 B llperopur -
IOAP. I{enure 3a rlpola3BoAcrBo s3 no4o6ua peHTreHoBa clrcreMa orroBaprl{a Ha Baurure
r43rrcKBaHr.r{ ca noHe c 50Yo rro-B[rcoKrr oT rrpe.4Br.rAeHaTa nporHo3Ha crofisocr. 3a rzn$oprraau]rr B

cBera r,rMa ABe SIapuu npoI43BexAaIIII,I TaKbB Trrn a[aparl4 - eIHa HeMcKa r4 eAHa aur:ruficra. (Dr.rplra

Jluaerc-2000 OOI e o$nquanen rpeAcraBplreJl 3a Br,:rrapua Ha HeMcKara Sr,rprvla - Bon(f
MeAraqrarexHuK. Crllo raKa rIo3HaBaMe 4o6pe u rleHprre na aHrluiicKrlr rrpor43Bo.4r,rreJr. B ragu
BpT'3Ka BbIIpOC:bT HI4 e .4a!TII MO}(e Aa Ce npeAnafaT UeHI4 IO-BHCOKpI Or O6seeHaTa rrpOtHO3Ha

croftHocr?
Orroeop: Brn nrnpoca (rouenrapa) raua HsKorKo HeroqHocrr,r:

A) B :agaul{ero 3a peHTreHoBaraypeg6a HtMa Kareropr4rrHpr r.r3r4cKBaHr.rr 3a aBToMarr,rKa.

E) PeurrerioBll-lr arlapar He e yHI4KaneH, a craHAapreH u ye 6u rpr6na,ro .4a e [o-cKbrr or
Bcr4qKr4 ocraHaJII4. Vnuxa,rHoro e rocraBgHero My B Koucrpyxur{{, [peAHa3Harrena 3a r43rroJrcBaHero

My 3a MerponornqHu rlenIa. Koncrpyrcqrrsra Moxe Aa ce r43rorBr.r no npoeKT BbB BceKr.r qex 3a

Hspa6ornaue Ha MeriurHlr KoHcrpyKrlr,rrl. IrlslrepeareJrHara arraparypa e craHAaprHa.
B) B cBera r4Ma rtoBeqe or ABe, rllrrr,rpaHr4 or Bac $uprr,ru, npor43Bex{Aalrlu no4o6ria

arraparypa.
Brupoc .]\lb3: [errapaqrtfl, 3a ocuryprBarre Ha nocer{eHr.re Ha 6urapcrcu cneqrraJrrlcrv 3a

Mr4Hr{M}M rpu pa6orur4 AHr.r Ha M-sJTo rrpr4 rrpor,r3Bo.4r,rrenr Ha arraparypara 3a r43BbprlBaHe Ha

recroBe u orne.u Ha araparypara (FAT-test). llopagr{ yur.rKanHocrra Ha anaparypara cr,rrlara rrle ce

oKoMrrJreKToBa, MoHTrrpa, TecrBa u nacrpofiBa Ha Mtcroro Ha MoHTaxa. Brnpoc:sr e B cnyarail, ue

anapurypara rrle ce oKoMrrJreKToBa, MoHTr{pa, TecrBa u uacrpofiea e Er,mappts., rqe 6rAe nu

[ffiiri iB,$-RWtx

MoHmaJ!{:, nycKaHe B eKcmoama4ua, o1yueHue Ha
eduu 6po[t Sa6puuuo Hosa peHmzeHona yped1a sa



I

BB3MO)KHO 6t.lrrapcrrare crlelluankrcrrr Aa r43B:bprxar (FAT-test) Ha re3r4 rrapaMerpr4 Ha Mqcroro Ha
uonraxa?

Orroeop: I,Ispa6ornanero Ha MexaHr.rqHa ypeg6a, Ko{ro He e cepufiuo npousBoAcrBo c
rloBerle or ABa l.etafiJira, LI3I{OKBa MoHTIrpaHe, oKoMrrJreKToBaHe, TecrBaHe u uacrpofinaHe Ha Mtcroro
Ha npol43BoAcrBo. Tau ca KoHcrpyKToprrre 14 rr3rrbJrHr{TeJrr.rre pt r4Ma Heo6xo4zrr,roro o6opy4BaHe Ha
,,HaIIacBaHe" Ha orAennlrre [etafitm. CreA rona ycraHoBKara ce AeMoHTupa H MoHTr4pa Ha M{cro B

la6oparopnxra. llpz KoHcrar[paHe Ha Helr3rrpaBHocrn n la6oparopvflTa e HeBb3Mo]KHo
orcrpaHtBaHero r{M. Heo6xo4Iauo e HenpeKbcHara ra 4o6pa KoMyHrlKarl[rr Mex{ry 3aflBurerfl rr
H3N6JIHI,ITE"II'.

Brnpoc J\!4: Irlsucrna ce npeAcraBrHero cilMo Ha ceprn$uxar 3a cr4creMa Ha ylpaBneHrre Ha
KarlecrBoro ISO 9001:2008, a He I{ 3a rpor43BoAcrBo Ha MeArrrIrHcKa arraparypa, xoftro cepruQuxar
e ISO 13485:2003. B rogu cepru$urar LI3t4cKBaHrrsracaMHoro ro-Br.coKr.{ r.r BKJrrorrBar n ce6e cra ra

ISO 9001:2008. Ceprra$HKarbr ISO i3485:2003 e 3aAr,nxr.rrerrHo [a ce rpr4rexaBa or
rIpoI43BoAI,ITeJII,ITe Ha MeAI,Iq[HcKa anaparypa. B ra3r4 Bpr,3xa se 6u ma 6u:ro peAHo Aa ce r{3r.rcKBa

IS0 13485:2003 3a npolI3BoAl4rens Ha ailapa:typara u IS0 9001:2008 sa $uplaa yqacrHr.rK B

npoqe4ypara?
Orronop: Ilocoqenure B Texur.rqecKara cueqra(fuxarlr4r r{3r.rcKuaHkrs. ca Mr.rHr.rMaJtHs u

AocrarbqHl4 3a rIpeABI4AeHara ynorpe6a. Hslda orpaHr.rr{eHrle a[aparypra Aa orroBap{ Ha rro-
crporu r.I3r{cKBaHr.{x. Ype46ara HsMa Aa ce r,r3rroJr3Ba 3a o6JnqeaHe Ha naqr4eHTrr, a 3a Merponorur{Hr4
qenu.

Brupoc J\b5: B o6oco6eua uosnqlar J\!l ,,,{ocranra, MoHTa}K, [ycKaHe B eKcrrJroarar\rrfl,
o6yvenue 14 rapaHIII{oHHa no.4ApbxKa Ha eAr{H 6pofi $a6pprqHo HoBa peHrreHoBa ypea6a za
MeTponofLItIHu Ilena c xa,rr.r6poBbqHa rkr]cl.Lrfl." cTaBa AyMa 3a alapaTypa, rcoftro He ce [por43Be]KAa
cepufiHo, a caMo [o nopbvKa cbc 3aAaHr.re Ha norpe6ure:rs. B rosu clyuaft cbtJracHo r43r,rcKBaHzrra
Ha AlrpeKrl4sa 93142 EEC na EU sa MeAr,rqvHcKrr tr3plerftrs. He ce r.r3r4crcna CE cepru$rzrar, rrft raro
LI3.{eJIIrero ce u:pa6orBa B eALIH e.4I,IHcrBeH eK3eMrrJurp [o flopbqKa Ha norpe6urets.. E4raucrneno n
ro3LI cnf{aft lroNe Ea 6r'Ae rlpoAaBaHa e EU 6es CE cepru$vr<ar llo-4o.rry urrrr.rpaMe reKcra or
Ar4peKTr.rBaTa:

luperruna 3a Me4r.rq.r{ 34enils. 93 I 42 IEEC
l{reu 17 MaprrapaHe cbc 3HaKa na Eeponeficxara o6rqnocr (CE)
(1.) Vlzge,lutra, pa3JruqHlr or rrpaBeHrrre rro lopr,rrrca vJrur rrpeAHa3uaqeHr{Te 3a

KJII{HIIqHII I{3C!'IeABaHItflr CqI{TaHI'I 3a CbOTBOTCTBaIIII Ha CbIIIOCTB9HI4T€ I43IICKBaHI,If,, npeABLIAeHpI

B qJreH 3, rpx6ya Aa Hocsr sHaKa na Enponeftcxara o6unocr (CE) sa cborBercrBr4e rrpir flycKanero
r4M Ha na3apa.

Orronop: Bcu-{xu KoMrroHeHTrr c r43KrroqeHl,Ie Ha MeranHara KoHcrpyKrltrfl ea cepufiuo
IIpor.{3BoAcTBo.

Brnpoc J\b6: B gAanuero rorrKa "Cnoualaremla/4pyru ycryrra" ce LI3r4cKBa: ,,,{ocraevura
rpx6na Aa npercraBrr cBr{AereJrcrBo sa o4o6peH TI{II Ha anaputyputa, cbrJracHo 3aKoHa 3a

r43MepBaHr4xra". Brupocbr e rrpr4 nonoxeHr4e, qe alaparypara e yHrrKanHa vr ee u:pa6orna no
rropiEqKa or xoit rpx6na Ia 6r4le u3AaAeH To3I{ .qoKyrr,tesr? Toea He BJII43a JrI4 B 3aAbJrxeHr4rra Ha

norpe6nrenfl,la ce aKpe,qrzrrrpa B Eurapux sa pa6ora c ra3r{ anaparypa,3au{oro rofi qe r lr3rroJr3Ba

3a r43MepBaHufi, u r<a;ru6pupaHe?

Orrosop: tr4gucrsanero 3a o4o6pen rr.r[ ce orHacs aa TJII cr4creMara 14 e cr,rJracuo

r43r4cKBaHlrflTa Ha 3axona 3a rr3MepBalr4flTa N Hape46ara 3a cpeAcrBara 3a rr3MepBaHe, Kor.rro

froAJlemaT Ha MeTpoJrofr.rrreH KoHTpoJr. Tesz NsucKBaHI{x ca 3aAbniKIrTeJrHr4 3a cpeAcTButa 3a

r{3MepBaHe Ha vru1.rrBvlAyaneH ro3llMerpr{qeH KoHTpon. flpoqelypara e craHAaprHa.
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