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MPEOMET: lNojalwbera y Be3u ca npunpemareMm noHyaa

Ha ocHoBy un. 63. cT. 3. 3akoHa o jaBHUM Habaskama («Cn. rnacHuk PCx» 6p. 124/12 n
14/15 n 68/15) pajemo oAroBope Ha TpaXKeHa nojallkerba y Be3u Npurnpeme noHyga y nocTynky
jaBHe HabaBKe mane BpegHOCTM 3a jaBHy Habasky 6poj 11/2020 nobapa — Habaeka 3alWTUTHE
onpeme 3a KOL|, a BezaHo 3a cnepneha noctaerfbeHa nutamwa:

Mutarwse Gp. 1: ,Y nojaweruma y Be3n ca npunpemarem noHyAa, y OAroBOpy Ha nutake
nog Gpojem 3, HaBenw cTe ga Hapydyunay ogpefyje HMBO kBanuTeTa Koju gobpo ucnywaea,
Haeogehu npu ToMe cTaHfapAe 3a MeauumnHeka cpeactea ( EH 455-1, EH 455-2, EH 455-3, EH
455-4, EH 980), npoussoamwy meauumHckux cpeactasa ( EH 1041, EH NCO 13485) kao u
cTaHgapae 3a Jlndny sawTutHy onpemy ( EH 374-1, EH 374-2, EH 420) .°

Cranpapa EH 980 ogHocu ce Ha rpadhuuke cumbone 3a o3HavaBake MefuuuHckux ypehaja.
Osaj cTaHAaps je noBy4veH 1 3ameneH ctaHgapaom EH NCO 15223-1.

[ope HaBefeHy TBPAKY MOXeTe fa npoHaheTe Ha cnefehem seb-cajTy:
https://translate.google.com/transiate ?hi=sr&sl=en&u=https://shop.bsigroup.com/en/Product
Detail/%3Fpid%3D000000000030122247 &prev=search&pto=aue

Monumo Bac ga uameHUTe KOHKYPCHY AOKYMEHTauujy y cKrnaay ca rope HaBeOeHUM M
ymecTo ctaHgapaa EH 980 saxteBarte ctranpgapg EH UCO 15223-1.

Opgroeop: OB3vpom fa ce npaBHW CyBjeKT Koju nocTaerba NuTawe pedepulle Ha UHOCTPaHU
ctangapg EN 1ISO 15223-1,koju ce Ha cajty WHcTuTyTa 3a craHpapausauunjy Cpbuje jow ysek
BOAM Kao npeanor, Hapyyunau He MOXe NOCTYNUTW Mo 3axTeBuma npasHor cybjekra pa
UCKILYYMBO HaBege CTaHAapA KOju jolW Huje YCBOjeH Y HaANEeXHO] WHCTUTYUMju 3a
cTaHgapaunsaunjy Penybnuke Cpbuje.[JocreqHom npumeHom uspeka y dnadHosuma 99 go 102
3JH (,,Cn.rnacHuk PC ", 6p. 91/2019.), Hapyuunay Hasogm moryhe TexHWuKe Hopme U
cTaHgapAe Koje Mopa 3afoBoSbUTU NoHyfleHo AOGpo, eKCNNUUMTHUM HaBofeHem UCTUX 1
HaeoferweM ogpegHuue " vy ogrosapajyhn”. NocTtynake no oBoM 3axTeBy npasHor cybjekTa
KOju MOCTaBfba MUTakE, MOXE Ce TyMadyuTu Kao orpaHuderse aobapa Koja noTeHuunjanHu
noHyfha4um mory noHygWTW y NOCTYNKy OBE jaBHe HabaBske, OAHOCHO Kao haBopu3oBaHe jeaHor
Tuna aobapa W KOHCEKBEHTHO , jegHor noHyhadya a WTo je y CYnpoTHOCTM ca u3pekama y
ynaHoeuma 5 go 10 3JH (,,Cn.rnachuk PC ", 6p. 91/2019.).

Mutawse 6p. 2: .Y nojallkersmMa y Be3W ca npunpemaremM noHyaa, Y OAroBopy Ha nuTake
non Gpojem 3, Haeenu cTe ga Hapydunay oapefyje HUBO KBanuTeTa Koju f06po McnyHaea,
HasoAehu Npyu ToMe cTaHAapae 3a MeauumHcka cpegcetea ( EH 455-1, EH 455-2, EH 455-3, EH
455-4, EH 980), npoussoarwy mMeauumHckmx cpeactasa ( EH 1041, EH NCO 13485) kao n
cTangapge 3a JlnyHy sawTutHy onpemy ( EH 374-1, EH 374-2, EH 420).°

Crangapa EH MCO 13485 ogHock ce Ha cUCTEM MeHaLMEHTa KBanuTETOM Kaja opraHusauuja
Tpeba Aa npukake cBOjy criocoBHocT Aa o6esbefyje meanuUMHCKa CpeacTBa OAHOCHO, OBaj
cTaHfappn ce ogHocK Ha npousBofhava MegMLUMHCKUX CpeacTaBa a He came Npou3Boge.

lope HaBefeHy TBpAkY MoXeTe Aa npoHaheTte Ha cneaehem seb-cajTy:
https://standcert.rs/sertifikacija-sistema-menadzmenta/eniso-13485/
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Ha ocHoBy rope HaBepeHor Monumo Bac ga nsbaunte HasegeHu CTaHpapa v3 3axTeBa 3a
JEAHOKPAaTHUM pykaBuUama ofy BUHUNA Y KOHKYPCHOj AOKyMeHTauuju ¢ o63upom aa ce
0Ba] CTaHAAapA He OAHOCHU Ha NPOM3BOA Hero Ha npoussohaya.

OaroBop: Hapyuunay ocTaje npu saxtesy craHaapaa EN ISO 13485, Kaga wcnpatumo
objawtbetbe  cTaHgapaa Ha cajty WHcTuTyTa  3a CTaHgapausauunjy Cpbuje: ,Osum
mehyHapoOHuUM cmaHdapdom ce ymephyjy 3axmesu 3a cucmem MeHalMeHma Keasnumemom
oHOa kada opzaHusayuja mpeba Oa nokaxe ceojy crnocobHocm da obesbehyje MmeduyuHcka
cpedcmea u ca wuMa noeezaHe ycnyze Koje AocredHo 3adoeosbasajy 3axmeee
kopucHuka u npumer-uee 3axmeee fnponuca....", NPON3UNa3n fa NpUMeHa oBor cTaHaapaa
rapaHTyje Hapyuuouy npumeHy ocTanux nponuca (cTaHgapga), OAHOCHO rapaHTyje aa je
TpaxeHo A00Po NpousBeAeHO Yy aaeKBaTHOj NPOU3BOAHO] OpraH13aLmiu , Ha nponucaH HaquH ,
OA NPOMMUCaHNX CUPOBUHA,Y HMBOY MPOMWCAHOr KBanuTeka Koju je BepudukoBaH NponucaHum
NOCTYNKOM KOHTpone ksanuTeTa nponssoAa. Mowrto Hapyyunay cnposoau jaBHy Habaeky paau
3aluTUTe CBOJUX 3aroCneHnx y BpeMeHy naHaemuje Bupyca COVID 19 | ynTumaTtueHu je 3axTeB
je Aa Hapyuunay He cme Aa npaBu KOMNPOMMCE Y NOFMeny KBaNUTETa TPaKeHe 3aLuTUTHE U
MeAauLmHcke onpeme. MpasHu cyBjeKT Koju NoCcTaBrba NuTarke Hnje MEPUTOPHW WHCTUTYT KOju Y
NocTynky jaBHe HabaBke ,MOXe AeKnapucaT UM TYMayYuTi WK OLeHUBATM HWBO KBanuTeTa
NpousBo/a Koju cy NpeamMeT jasHe Habaske. [locneaHoM NpUMEHOM mspeke U3 unaHa 99 cras 2
3JH (,Cn.rnacHuk PC ", 6p. 91/2019.), Hapyunnay HaBoaum moryhe TexHuuke HOpMeE W
CTaHfapAe Koje MOxXe fa 3ajoBorbaBa Aobpo Koje je npeameT HabaBKe, EKCMUUMTHUM
HaBofetem ncTux n Hasoferwem oapeaHuLe " nnu ogrosapajyhu'.

Mutarse 6p. 3: ,Y KOHKYPCHO] [OKYMEHTAUMjU NOA MO3ULMjoM 5 — JefHoKpaTHe pykaBuLe,
saxtesanwu cte cnegehe: CtaHgapa EH 455-1, EH 455-2, EH 455-3, EH 455-4, EH 980, EH
1041, EH NCO 13485, EH 374-1, EH 374-2, EH 420 ,unu ogrosapajyhn“?.“

Monumo Bac pa oGjacHuTe koje ctaHaapae noapasymesaTte nog TEPMUHOM ,UNu
oaroeapajyhu“?

Oprosop: Moa TepmuHom ,unu oaroeapajyhn“ Hapyuunal nogpasymesa HaBeaeHe cTaHgapae
Wnu pedepHTHe CTaHAapAe 3a npeaMeTHy obnacT craHgapavsaumje Koju ce Mory Hahu Ha
cajty MHctuTyTa 3a craHaapansauvjy Cpbuje hitps:/iss.rs/sr_Cyrl/. Ha Taj Haum, Hapyuunau,
AOCneaHo npumetbyje napeky us unaxa 99 cras 2 3JH (,,Cn.rnacHuk PC ", 6p. 91/2019.).
Mutakse Gp. 4: Y KOHKYPCHOj AOKYMEHTaLMjn NOA No3uumjoM 6 — 3awTuTHU Yenuhn 3a yLm,
HaBenu cTe cnepehe: ,Yennhn nosesaHu YBPCTOM APLUKOM. "

Monum Bac objacHute aa nu 3axTeBaTte Aa ce NoHyae 4enuhu ca YBPCTOM APLIKOM
nonyTt pajcha 3a KoCy MNuM ca 4YBpCTOM Be3uUoM koja je op TMNP marepujana
(TepmonnacTuuHa ryma), Aakne of YBPCTOr MaTepujana, anu je caBUTILUBA U HUje KpyTa
y Mepu y Kojoj je pajd.

OproBop: 3anocneHum nuuuma kog Hapyduoua, 36or npupoae nocna, notpebHo je aa yenuhu
3a ywwm Byay nosesaHu YBPCTOM APLUKOM, paau Naklier oAnaraka, Kao LTO je HaBEAEeHO Y
TEKCTY jaBHe HabaBke.

Murtarse 6p. 5: .Y nojawmeruma y Be3n ca npunpemareM rnoHysa, y OArOBOPY Ha NUTake
nog 6pojem 5, HaBenw cTe Aa je ogrosop Aat y AaeHaymy 6p.1."

Monumo Bac na usepwute usmeHy y AgeHgymy 6p.1 u aedwvHuwmte 3axrtee ,,CHP
MUHUMYM 23 AB“ kako Gucte ucnowtoBanu unaH 10. 3JH - Hayeno o6esGehera
KOHKYpEeHLUMje Koju HaBoau:

~Hapyusnay je ayxaH pa y noctynky jaBHe HaGaBke omoryhu wro je moryhe Behy
KOHKypeHuujy. Hapyunnay He mMoxe fOa orpaHuMu4M KOHKypeHuujy, a noce6HO He Moxe
oHemoryhaBatu 6uno kojer moHyhauya pa yuyecTByje y NOCTYnKy jaBHe HaGaBke
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HeonpaBOaHOM ynotpebom nperoBapavykor  nocTynka, HUTK Kopuwhexwem
AUCKPUMUHATOPHKX yCrioBa, TEXHUYKUX cneumndbmkaumja u kputepujyma. “ a Bu camum
TUM AOOWUNY KBaNMTETHMjU NPOU3BOA,.

Oarosop: Hapyunnay je u3ocTaBuMo OAPEAHULY MUHUMYM, Te je carnacaH aa geduHuwe
saxteB SNR muHumym 23dB. MpasHu cy6jekT koju nocTasrea NuUTarbe HUje MepUTOPHU
WHCTUTYT KOjW y MOCTYNKy jaBHe HabaBke ,MOXe AEKNapucaTil UMM TYMAYUTV UMW OLISHMBATY
HWBO KBanuTeTa MPoM3BOAA KOjU Cy MPeAMET jaBHe HaGaske. KesanuTteT npoussoaa oapefhyje
MCNYH-EHOCT CTaHAApAa W TEXHUYKUX KapaKTepUCTUKa KOje Cy TPaXeHe Yy TEXHWYKOM Onucy
Aobapa koje cy npeamer ose jaBHe HaGaBke. Y MOCTYNKy CTPy4YHe OLEeHe noHyga oBe
nokasaTesbe kBanuteTa noHyfeHux gobapa sepudnkyje kommucuja 3a criposoRerse NocTynka
jaBHe HabaBke.

Mutarse Gp. 6: .Y KOHKYPCHOj AOKyMEHTauuju noa nosvumjom 10 — CsetnooabojHu npcnyk,
HaBenu cte: ,3afoBorbasa ctaHaapa AWH EH 471 ,unu ogrosapajyhu.”

Monum Bac ga nojacHute aa nu cre Mucnunu Ha ctraHpapa EH 20471, c o63upom ga je
craHgapa EH 471 noByueH.

Oaroeop: O63npom Aa je ucTpaxusarem Hapyunnal youvo aa TPXKULUTY NOCTOje NPOU3BOAN
Koju ce pedpepully Ha noByYeHW CTaHAApA, OCTaBMO je UCTU y Onucy fobapa, Te je nog
TEPMUHOM ,unu ofrosapajyhu’ nogpasymesa n pedepHTHe CTaHAapae Koju ce mory Hahu Ha
cajty WHctutyta 3a craHpapausauujy Cpbuje. https://iss.rs/sr_Cyrl/. Ha onucaHn HauuH,
Hapyuunau focnegHo npumetrbyje uspeky u3 ynana 99 ctas 2 3JH (,,Cn.rnachvk PC ", 6p.
91/2019.)

Komucuja cmatpa fa npaBHM cyGjekTu Koju nocTasrbajy nuTara Mopajy NMOCBETUTU Maxhy Ha
KOHTEKCT W cajpXaj NocTaerbeHnx nutarsa. MowTto Komucuja Hapyduroua uma obasesy aa
NomMorHe noHyhaquma, kao NPeAnocTaBrLEHO HEYKUM YYeCHULMMa Y NOCTYMKY jaBHe Habaeke,
cyrepuiemo Aa je Ha cTpaHuuama of 14 /27 3akrbyuHo ca 19/27, y nornaersy V KoHKypcHe
AOKyMeHTauuje, AaTo YnytcTso MoHyhaumma kako Aa cauuHe MOHyay y cknagy ca M3PEeKoM Y
unaHy 93 ctas 2 3JH (,,Cn.rnacHuk PC ", 6p. 91/2019.)
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