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AOAATHE UH®OPMALIMIE UJTN NOJALULEHLA 1
Y BE3N KOHKYPCHE AOKYMEHTALMUIE 3A JABHY HABABKY NOBAPA
ENEKTPUYHA BUOVMMNEAAHLA
JHMB 02/2019

Mpepmer: lMojawrere y Be3KN jaBHe HabaBke gobapa — enekTpmyHa buommnegaHua

3aMHTEepecoBaHO Nmue, CX0AHO unaHy 63. cTtaB 2. 3akoHa O jaBHMM HabaBkama
(,Cnyx6eHn rnacHmuk PC", 6p.124/12, 14/15 wn 68/15) Tpaxuno je pmaHa 14.10.2019.
rogmMHe, y nmcaHom obnuky, nytem mail-a, npogatHe nHdopmaumje nnm nojawrera y Besu
ca npunpeMareM MoHyae 3a jaBHy HabaBky gobapa - enektpuyHa buommnegaHua (JHMB
02/2019), y okBuMpy Kora je nocrtasmno cnegeha nutama:

MowToBaHn, Y cknagy ca YnaHoMm 63. ctas 2 3akoHa o jaBHUM HabaBkama Penybnuke
Cpbuje CnyxbeHun rnacHuk 6poj 124/12, y uwsby pobujama aoaaTHux mHdopmaumja 3a
jaBHy HabaBky gobapa, cnobogHM CMO Aa TPaXXUMO pasjallHerse.

Mutame 1.

3awTo je Hapyuyunau npeamer jaBHe HabaBke pgedwuHucao kKao ,EnektpuuyHa
6buomMnenaHua - cTabunHa, npema TexHW4koj cneumdukaumjn 6poj 1. , n ,Enektpuyna
bnonmnegaHua - MobunHa, npeMa TexHW4koj cneuudukaumjn 6poj 2. ? [Mog oBuM
reHepMykKnM HasnBOM MPOU3BOA Ca KapakKTepuctukama geduHucaHumm y geny , TEXHUYKA
CNEUNOUKALNMIA BPOJ 1. , n , TEXHUYKA CNEUNOUKALINIA BPOJ 2., ce He Moxe Hahwu
Ha TpxuwTy. lpegnaxemo Hapy4yuouy nAa NMPOMEHUW TEKCT TeHAepcKe AOKYMeHTauuje u
yMecTo Ha3uea ,EnekTtpunyHa 6buomMnegaHua — ctabunHa, npema TEXHWYKOj crneumdukaumjn
6poj 1. , n ,EnexktpnyHa 6bnommMnegaHua — MmobunHa, npemMma TeXHMYKO] cneundunkaunjn 6poj
2." KOpWUCTW perncTpoBaH reHepuuku Hasus , Bara 3a oapehuBame TenecHor cacrtasa -
ctabunHa, npema TexHu4ykoj crneumdukaumjn 6poj 1 , u ,Bara 3a ogpehuBare TenecHor
cactaBa — MobunHa, npema TeXHUYKOj cneuyndukaumjn 6poj 2 ,,

Mutame 2.

3awTo Hapyuunay y TEeHAEpCKOj AOKyMeHTauuju kKao jegaH on obaBe3HMX ycnoBa
HMje Tpaxwuo ada je noHyheHo Ao6po ynmucaHo y Perncrap MeanuUMHCKUX CpeacTaBa Koju BoAu
AreHumja 3a nekoBe U MeAMUMHCKA CpeacTBa ? AreHumje 3a leKkoBe U MeanuMHCKa CpeacTBa
kKoja je y Penybnuum Cpbuju HapgnexHa ycTaHOBa 3a KaTeropusauunjy MeamumHCKUX
cpeanctaBa, ynuc MeaMUMHCKUX cpeaTaBa Yy Perncrap y cknagy ca 3akOHOM O MeAWLMHCKUM
cpeactBuMa, a no gupektuBu 93/42/EELl 3a MegmumHcke ypehaje, npemMa [OOKYMEHTY
n3gatom og PerynatopHe areHumje 3a MeauumHy U 3apaBcTBeHy Hery (Medicines and Health
Care Regulatory Agency- MHRA) jacHo pedwuHMcaHO ga ce MepHu ypehaju koju noceayjy
SMeanumnHcky" dyHKumnjy Hnp. PpyHKumjy obpayyHa umHaekca mace (BMU dyHkumja) kojy je
Hapyduialu oOBOM HabaBKOM 3axTeBao, CMaTpajy MeaMULMHCKUM CpeacTBMMa TakKo JAa
notnagajy nog perynatmee Koje perynuwy meamumHcka cpeactsa . C 063MpoOM Ha TEXHUUKY



cneundunkaumjy Kojom je Hapyumnay onmcao npeameT Habaske EnektpuyHa 6buommnegaHua
- cTabunHa, npema TexHW4koj cneumdwukaumjn 6poj 1. , n ,EnexktpuyHa buoumnenaHua -
MobunHa, Npema TexXHWYKoj crneundukaumjmu 6poj 2." Moxe ce 3akbyumTn aa Hapyuunau
Xenun pa Kynu anapate Koju ce no 3aKoHy O MeAUMUMHCKUM CpeacTBMMa AeduHULWY Kao
MeanumHcka cpeactsa Il a knace. HUTK jegaHoO MeAMUMHCKOCPEACTBO HE CMe ce CTaBUTU Y

rnpoMetr Ha Teputopujn Penybnuke Cpbuje 6e3 Pewere areHumje 3a nekoBe W
MeAMUMHCKa CpeacTBa O perncrpaumju MeauUMHCKOr CpeacTsBa, YNucy Yy perucrap
MeAMNUMHCKUX cpeacTaBsa.

MpeanaxxemMo Hapyuuouy Aa NMPOMEHM TEHAEPCKY AOKYMEHTauujy u Aa kao obaBe3aH
YCNOB 04 CBMX 3auMHTepecoBaHMX noHyhauya 3a noHyheHa fobpa Tpaxku aa AoctaBe Pelere
areHumje 3a flekoBe M MeAMLUMHCKA CPeACTBa O perncrpaumjy MeaMuMHCKOr CpeacTsa, ynucy
y permcrap MeamumHCKMX CpeacTaBa.

Mutame 3.

3aWwTo Hapyuunay y TeHAepCKOj AOKyMeHTauuju kao jedaH on obaBesHMX yc/oBa
HMje Tpaxumo oA cBux noHyhaua Aa AoctaBe pewere MUHUCTaApCTBa 34paB/ba 3a MPOMET
MeaMUMHCKUM cpeacTtBuMa ? bes Pewera MuHUCTapCcTBa 34paB/ba HUTKU jegHO NpaBHO snue
HEe MO)Xe MnpoMeToBaTM MeAMUMHCKUM cpeacTBuMma. [lpepnaxemo Hapyuuouy Aa MNpOMEHU
TeHAEepPCKYy AOKyMeHTauujy m Tpaxu pa cBakm noHyhau pgocrtaBm Pewewe MuHUCTapcTBa
34paBJba 3@ NPOMET MeANLMHCKUM CpeacTBMMa.

Mutame 4.

3alTo Hapyyunay He Tpaxu Aa ceBaku noHyhad 3a noHyheHe anapaTe Kao cacTtaBHW Aeo
AOKyMeHTaunje poctasum Pewere/YBepere [upekumje 3a Mepe W gparouleHe MeTane o
opobpery Tnna mepuna ? HutK jeaaH ypehaj Koju Mepm TeXUHY HE CMe ce CTaBUTU Yy NMPOMET
Ha Teputopuju Penybnuke Cpbuje 6e3 Pewersa/YBepewa [Anpekumje 3a Mepe un gparoueHe
MeTane o0 opobperwy Tuna Mepuna. lpegnakemo Hapyduouy JAa NpOMEeHW TeHAepcKy
OOKyMeHTauujy 1 Tpaxxn aa ceaku noHyhau gocrtaeu Pewera/Ysepere Jupekunje 3a mepe 1
AparoueHe MeTasne o ogobpemwy Tuna Mmepuna 3a noHyheHe anapare.

Mutame 5.
TEXHUYKA CNEUMOUKALMIA BPOJ 1, ,AHanuza abagomanHe rojasHoctn (ogHoc obuMa
CTPpyKa U KyKOBa, HUBO BUCLenapHe MacHohe, pernja BucuenapHe macHohe) *

3aWwToO Hapy4yuial MWHCMCTMPA Ha TexXHWYKO] Kapaktepuctumum ,AHanmsa abgomanHe
rojasHocTtu (ogHoc obmMa CTpyKa M KyKOBa, HMBO BuUCLeNapHe MacHohe, permja BucuenapHe
macHohe) " ? 3awTo Hapy4dunay MHCKUCTMpa Aa ypehaj nctoBpeMeHo ncnywaBa obe TexHnuke
KapaKTepucTuMKe HUMBO BucLenapHe MacHohe u perunja smcuenapHe macHohe ?

XXenvMo pga cKpeHeMOo MaXkwy Hapyduouy Aa Cy HMBO BuUcLenapHe MacHohe u peruja
BUCUuenapHe MacHohe ucTe BpeAHOCTM KOje Cy Yy AWPEKHOj Kopenauuju, HanumcaHe y
pasnnuunTmMm obnmumma. CMmaTpaMo Aa TeEXHMYKA KapaKTepucTuka ,04HOC obuMma CTpyka u
KyKOBa, HMBO BucuUenapHe MacHohe, pernja BucuenapHe macHohe™ Tpeba na ce geduHuwe
Kao , oaHoc obuMa cTpyka M KyKoBa, HMBO BuUcCLenapHe MacHohe mnu pervja sBucuenapHe
MacHohe".

Takohe cmaTpaMO ga TexHM4YKa KapakTepucTuka ,AHanun3a abpgomanHe rojasHoctu (ogHOC
obuMa cTpyka M KyKoBa, HMBO BucLenapHe MacHohe, peruvja BucuenapHe MacHohe)" Huje
HEWTO LWTO MOXe 3a40BO/bUTM 06jeKTMBHE noTpebe Hapyuymoua M Aa ce Ta TeXHMUKA
KapaKkTepucTuka KOpUCTM 3a eNMMUHaLN]y KOHKYpeHLUMje.

C 063mpoM, Oga HaBedeHy TEXHWYKY KapaKTepUCTMKY mocefyje camo jegaH noHyhay m pa je
UCcTa enMMMHATOpPHA 3a CBe Apyre noteHumjanHe noHyhade, rnegaHo Kako nojeamHaudHo,
Tako M KyYMynaTMBHO Yy CK/IOMYy Ca OCTa/IMM 3axTeBaMMM TEXHUUYKMM KapaKTepucTukama,
npeasa)kemMo Hapyuduouy Aa OBY TEXHUUKY KapaKTepuUCTUKy eMMUHULIE U3 MUHUMaNHUX
KOHKYPCHUX 3axTeBa WM NpMXBaTU Cyrectujy v nsspuim nameHy v 1o:“AHanunsa abgomanHe



rojasHoctn (ogHoCc obmma CTpyka W KyKOBa, HWBO BucCLUenapHe MacHohe wunu perwuja
BucuenapHe macHohe) "

Mutarwe 6. TEXHUNYKA CMNEUMOUKALUWMIA BPOJ 1, ,, Tun Tena ™

3aWwTo Hapyuwuniay MHCUCTMpPA Ha TEeXHWYKO] Kapaktepuctuum , Tun Tena “ ? Monumo
Hapy4yuoua ga objacHu wTa ce mogpasyMmeBa Mo TEXHUYKOM KapakKTtepuctum , Tun tena “ ?
[a nn ce Ta KapakTepucTnKa 0AHOCUM Ha Hay4yHO noTeBpheHy Knacudukaunjy Tunosa Ttena U,
ULwA? Odannce Ta KapakTepucTMka OAHOCKM Ha pacHY W eTHUYKY Knacudukaunjy Tmnosa
Tena ? [a nu ce Ta KapakTepucTMka OAHOCU Ha TWUM Tena npema noay ? MoamMo Hapy4moua
Aa objacHm ga nu ce Taj napamMeTap Mepwu, Npouekyje uan padyHa ?

CMmaTpaMo fa TexHu4yKa KapakTepuctmka , Tun Tena" Humje HEewWwTo LWTO MOXe 3a40BOS/bUTHU
objekTmBHEe noTpebe Hapyuymoua M da Ce Ta TEXHMYKaA KapaKTepucTuka KOpUCTU 3a
eNIMMMnHaumnjy KoHKypeHuunje. XKennmo aa cKkpeHeMo naxkwy Hapyuyuouy ga napamerap , Tuvn
Tena" ca acnekrta HaydHe knacndwukaumnje (MU, n 1) moxe nobuUTK BU3yesITHOM aHANM3OM TpU
HyMepu4ykn 1 rpadmuky npmKasaHe BpeAHOCTU M TO: TeXunHa, MmwmhHa Maca n Maca MacHor
Tkuea, 6e3 notpebe ga 1o 6yae nocebaH, He3aBUCaH NapameTap.

C 063MpoM , Aa HaBeAeHYy TEXHUUKY KapaKTepuCTMKY Kao He3aBUCHY noceayje caMo jeaaH
noHyhay v Aa je ucra ennMMmMHaToOpHa 3a CBe Apyre noTeHumjanHe noHyhave, rnefaHo Kako
nojeaMHa4yHo, TakKo W KyMyJlaTUBHO Yy CKMOMNy Ca OCTa/iIMM 3axTeBaMUM TEXHUYKUM
KapakTepucTukama, npeasaxemo Hapyymouy Aa OBY TEXHUUKY KapaKTEPUCTUKY eIMMUHULIE
M3 MWHUMaJIHMX KOHKYPCHMX 3axTeBa WM ga NpuxBaTM Cyrectujy ga anapaT vMa Tpu
HYMepU4yKn 1 rpadmuky npmKasaHe BpeAHOCTU M TO: TeXunHa, MmwmhHa Maca n Maca MacHor
TKMBa WTO je A0BO/bHO 3a yTBphMBamwe TMna tena.

Mutamwe 7. TEXHWUYKA CNEUMOUKALWMIA BPOJ 1, , YKynHa AHEBHa NOTpOLWHa eHepruje ™

3aWTo Hapy4yuiay WMHCUCTMPA Ha TEXHWUYKO] KapakTepucTuum ,, YKyrnHa AHEBHa NOTpoLllHa
eHeprunje “ ? TexHonoruja Kojy kopucrte Anapatu 3a ogpehmnBare TeNecHOr cactaBa Hemajy
MoryhHOCT Aa m3Mepe oBakaB napameTap. BpeaHOCT oBOr mapameTpa He 3aBMCUM CaMO 04
TenecHe komnosnumje namepeHe ocobe seh oa AHEBHUX aKTUBHOCTU U Pas3NUUNTUX CNOSbHUX
dakTopa Ha koje naMepeHa ocoba He Moxe yTmuatn. Monumo Hapy4umoua ga objacHum ga nu
ce Taj NnapaMeTap Mepu, npouewyje nnm padyHa ?

CMmaTpaMo fa TeXHMYKa KapaKTepucTtuka ,YKynHa AHEeBHa MNoTpowHa eHepruje™ Huje HewTo
WTO MOXe 3aaoBo/buTU o0b6jekTmBHe noTpebe Hapyunmoua M pa ce Ta TexXHMYKA
KapaKTepucTuka KOpPUCTU 3a eMMMHauMjy KOoHKypeHuuje. Xennmo ga CKpeHEMO NaXky
Hapyuvouy aa napameTap ,YKyrnHa AHEBHa MNOTpOWHa eHeprmje™ HeMa Hay4yHO yTeMesbewe
M NOTBpAY. YKyMNHa AHEBHA MOTpOWHA eHepruje, Moxe ce MepuTu TEXHOIOMMjOM AUPEKTHE
KanopuMmeTpuje TOKOM JaHa annm ce He Moxe npeasuhatn TexHonormom 6uoenekTpuyHe
uMnegaHce.

C 063upoM, Aa HaBeaeHy TEXHUUKY KapaKTepuCTUKYy noceayje camo jeaaH noHyhad mn pa je
UcTta enuMMUMHaTOpHa 3a CBe Apyre noTeHuujanHe noHyhade, rnefaHo Kako MojeAnHauyHo,
TakKoO MU KyMynatTuBHO Y CK/ony Ca OCTa/iMM 3axXTeBaMMM TEXHUYKUM KapaKTepUCTUKaMa,
npeasa)kemMo Hapyuuouy Aa OBY TEXHUUKY KapaKTepuUCTUKy eMMUHULLE U3 MUHUMaNHUX
KOHKYPCHUX 3axTeBa.

Mutarwwe 8. TEXHUNYKA CNEUNOUKALWMIA BPQOJ 1, , Buonowka crapoct Tena®

3alWTo Hapyuunau MHCUCTUPA Ha TEXHMYKO] KapakTtepuctuum ,, buonowka crtapoct Tena®™ ?
Monnmo Hapyumoua ga objacHu ga num ce Taj napameTap Mepu, nNpouewyje nam padyHa ?

CMmaTpaMo ga TexXHMYKa KapaKTepucTuka ,brnonowka cTtapoct Tena® HMje HeWTo WTOo MOoXe
3a40B0/bUTK 06jekTMBHE noTpebe Hapyunoua v Aa ce Ta TeXHUYKa KapakKTepuUCTUKa KOpUCTH
3a eNuMMUHauMjy KoHKypeHuumje. XennMo fa cKpeHeMO naxkwy Hapyduouy ga napametap
,BnonoLwka ctapocT Tena" Hema Hay4HO yTeMes/behe U NMOTBPAY.



C 063vpoM , Aa HaBeAeHy TEXHUYKY KapaKTepuCTUKYy noceayje camo jeaaH noHyhay v aa je
MCTa eNMMUHATOpHa 3a CBe Apyre noTeHuMjasHe noHyhauye, rneaaHo Kako MnojeaumHadvHo,
Tako M KyMYJIaTUBHO Yy CKJIOMy Ca OCTa/IMM 3axTeBaMUM TEXHUYKMM KapaKTepuCcTMKaMma,
npeanaxemMo Hapyuuouy Aa OBY TEXHWUKY KapaKTEPUCTUKY ESIMMUHULLE M3 MUHUMAHUX
KOHKYPCHUX 3axTeBa.

Mutawwe 9. TEXHUYKA CNEUNOUKALWMIA BPQOJ 1, , MNpoueHa 6anaHca Tena ™

3alTo Hapyuunau MHCUCTUPA Ha TEXHMYKO] KapakTtepuctuum , MNpoueHa 6anaHca Tena ™ ?
MonuMo Hapyumoua aa objacHuM ga nu ce Taj napamMeTap Mepu, Npouekyje nnm padyHa ?

CMmaTpamMo ga TexHuuyka KapakTtepuctuka ,lpoueHa 6anaHca Tena" HMje HewTo LTO MOXe
3a40B0/bUTK 06jekTMBHE noTpebe Hapyunoua v Aa ce Ta TEXHUUYKA KapaKTeEpPUCTUKA KOPUCTH
3a eNIMMMUHaUMjy KOHKypeHuuje. AKO je Hapy4yunay nog OBOM TEXHWYKOM KapaKTeEPUCTUM
MUCANO Ha pacnopeheHocT Mmuwunha, MacTu U BoAe NO CerMeHTMMa (pyKe, Hore u Tpyn) cBe
TO MOXe MnojeAMHa4YHO aHanM3MpaT U AOHETU 3aKk/bydaK O CTaky W HUBOY CUMETpuje Tena
n3mepeHe ocobe.

C 063upoM , ga HaBedeHy TEXHUYKY KapaKTepuCTUKY nocegyje camo jegaH noHyhau u ga je
UCTa enMMMHATOpPHA 3a CBe Apyre noteHumjanHe noHyhade, rnefaHo Kako nojeamHaudHo,
Tako M KYMyNaTMBHO Yy CK/IOMYy Ca OCTa/IMM 3axTeBaMMM TEXHWUUYKMM KapaKTepucTukama,
npeanaxemo Hapyduouy Aa OBY TEXHUUKY KapaKTepuUCTUKy eMMUHULIE U3 MUHUMaNHUX
KOHKYPCHMX 3axTeBa WAM Aa WHCUCTMpaA Aa noHyheHn ypehaj mma MoryhHocT Mepera
muwmha, Mactm 1M Boae NO cerMeHTuMa (pyke, Hore wm Tpyn) M TMMe 3a40BO/bM CBOje
notpebe.

Mutare 10. TEXHWUYKA CNEUNOUNKALIMIA BPOJ 1, , CteneH rojasHoctn *

3awTo Hapy4uiay MHCUCTUMpPA Ha TEXHUYKO] Kapaktepuctuum , CreneH rojasHoctn “ ? Y
KOjUM jeamHuLaMa Mepe ce uspa)kaBa CTerneH rojasHoctn ? MonuMo Hapyuduoua ga objacHu
Aa Nn ce Taj napaMeTap Mepu, Npouemwyje unm padyHa ?

CmaTpamMo ga kKoMnapaumom BpegHoctM BMW (nHaekc TenecHe mace) ,MB® (npoueHaTt
TenecHe macHohe) n WHR (OpHoc cTpyka M Kyka) Hapy4yunay MoXe Aa 3a4o0BO/bW CBOje
notpebe y geny rpagaumje rojasHocTum, WTO je y cknagy npenopykama CBeTcke 34paBCTBEHE
opaHusaumnje n nokanHux ypeabu. Takohe knacudwukauuja rojasHoctn y3 nomoh Tpu
HYMEPUYKN W rpaduykn npukasaHe BpeacHotn BMWN (uHgekc TenecHe w™ace), MbO
(npoueHat TenecHe MacHohe) m  WHR (OgHOC CTpyka M KyKa) WMa HayuyHy MNOTBpAy M
yTeMesrbeme.

CMmaTpaMo pa TexHuyka Kapaktepuctuka ,CTeneH rojasHoCcTM" HUje HewTo WTo MoXe
3a40BO/bUTK 06jekTMBHE noTpebe Hapyunoua v ga ce Ta TEXHUUYKA KapaKTEPUCTUKA KOPUCTH
3a e/IMMMHaUMjy KOHKYpeHLumje.

C 0631poM , ga HaBeAeHy TEXHUYKY KapaKTepUCTUKY noceayje camo jegaH noHyhau m ga je
ncTta enuMMMHATOpPHa 3a CBe Apyre noTeHuujanHe noHyhade, rnefaHo Kako MojeAnHauyHo,
Tako W KYMynaTUBHO Yy CKIOMY cCa OCTaJMM 3axTeBaMUM TEXHWUYKUM KapaKTepucTuKama,
npeanaxemo Hapyduouy Aa OBY TeXHUYKY KapaKTEPUCTUKY ENMMUHULLIE U3 MUHUMASHUX
KOHKYPCHUX 3axTeBa MAW Aa NpuxBaTu Cyrectnjy Aa noHyheHo fob6po nma Tpu HYMEpUUKK n
rpacduykm npukasaHe BpeacHoTM BMU (nHpoekc TenecHe mace), MNB® (npoueHaTt TenecHe
macHohe) 1 WHR (OgHoc cTpyKka 1 Kyka) n TMMe 3a40B0JbM CBOje noTpebe.



Mutare 11. TEXHUYKA CNEUNOUKALMIA BPOJ] 1, ,MpeasunheHa abgomMmHanHa rojasHocT

nw

3aWwTo Hapy4ywuiay WMHCUCTMpa Ha TeXHWYKOj Kapaktepuctuuum , MNpeauheHa abaoMuHanHa
rojasHoct “ ? MonuMo Hapyudmoua ga objacHu ga nm ce Taj napameTap Mepu, npouemwyje unm
padyHa ?

Hemoryhe je npeasuaetn abaoMmHanHy rojasHocTt, ga 6u nobunu Ty BpegHocT ypehaj mopa
NMo3HaBaTW XMBOTHE HaBWKe M3MepeHe ocobe, reHeTcke npeaucrnosvumje U Benuku 6poj
Apyrnx dakTopa Koju Ha oBaj napaMeTap Mory yTuuaTtu.

CMmaTpaMo ga TexHU4Ka kapaktepuctuka ,lMpeasuheHa abgomMmHanHa rojasHocT" HUje HewTo
WTO MOXe 3aaoBosbuTUM o0b6jekTmBHe noTpebe Hapyumoua M pga ce Ta TexHMYKA
KapaKkTepucTuka KOPUCTM 3@ eNMMUHALN]y KOHKYpeHLUMje.

C 063npoM, Aa HaBeneHy TEXHUUKY KapaKTepUCTUKY noceayje camo jegaH noHyhay u ga je
UCTa eMMMHATOPHa 3a CBE Apyre noTeHuujanHe noHyhade, rneaaHo Kako nojeauMHauyHo,
Tako U KYMynaTMBHO Yy CKJOMY cCa OCTaJ/IMM 3axTeBaMUM TEXHWUKUM KapaKTepUCTMKaMa,
Npeanaxemo Hapyduouy Aa OBY TEXHUUKY KapaKTEPUCTUKY ENMMUHULLIE M3 MUHUMASTHUX
KOHKYPCHUX 3axTeBa.

Mutarwe 12. TEXHUYKA CMEUMOUKAUWMIA BPOJ 1, ,MporpamM 3a ynpas/bake nogaumma Ha
ug-y "

3aWTo Hapy4yunay WMHCUCTMpPA Ha TeXHU4UKOj KapakTepuctmum ,llporpam 3a ynpas/bame
nogaumma Ha Ua-y " ?

3awWwTo 3a Hapy4yuoLua HUje NpMXBaT/bMBO Aa Nporpam 3a ynpas/bake nogaumma ébyge Ha YCb
CTUKY ? MonuMMo Hapy4ymoua ga MpOMeHM TEeXHUUKY KapakTepuctuky Yy [lporpam 3a
ynpas/bake nogaunma Ha Ua-y wnm YCB ctuk"

Mutare 13. TEXHUYKA CMEUNOUKALUWMIA BPOJ 2, , Mepere TernecHor cactasa y 3
dpekBeHumje o 250 kHz ™

3alTo Hapyuunay MHCUCTMPA Ha TEXHUYKO] KapakTepuctuum , Mepewe TenecHor cacrasa y
3 ¢dpekBeHumnje oo 250 kHz ™ ? AKO ce naxruBO nornenjy CBM TpPa)KeHW napamMeTpu Ha
Kojuma Hapyuwunay wuHcuctupa y ,TEXHUYKA CMEUMOUKALUMIA BPOJ 2% uctn ce mory
nobutn n Ha ypehajuma Koju nocenyjy ase dppekBeHUMje Ha HMXEM (PpPEKBEHTHOM Orcery ca
BehoM TauHowhy M M3 TOr passiora ocCraje HejaCHO 3alTo Hapyuwuniay MHCMCTUpa Ha ypehajy
KOoju noceayje Tpu ppekBeHUMje Ha OBaKO BUCOKOM (PpeKBEHTHOM Oncery ?

C 0631poM , Aa HaBeaeHy TEXHUUYKY KapaKTepUCTMKY noceayje camo jesaH noHyhau v ga je
ncTta enMMMHaATOpHa 3a CBe Apyre noTeHuujanHe noHyhade, rnegaHo Kako MnojeauMHaYHo,
Tako M KyMynaTMBHO Yy CKJIOMY Ca OCTaJIMM 3axT€BaMMM TEXHWUYKUM KapaKTepucTMKama,
npeasaxemo Hapyuyuouy Aa OBY TeXHUYKY KapaKTepUCTUKY eNUMUHULLE U3 MUHUMANHUX
KOHKYPCHUX 3axTeBa WM MUHMMasaH 3axTeB deduHuwe aa ypehaj KOpnctn TexHonorujy ca
MUHUMYM aBe (ppekBeHumje y ppekBeHTHOM oncery og 100 kHz nnn Behem.

Mutare 14. TEXHUYKA CMEUNOUKALNIA BPOJ 2, ,AHanm3a abaomanHe rojasHoCcTu
(oaHoC obmMMa CcTpyKa M KykKoBa, HUBO BUcCLeNnapHe MacHohe, pervja BucuenapHe macHohe) *

3aWwToO Hapy4yuial MWHCMCTMPA Ha TexXHWYKO] Kapaktepuctumum ,AHanmsa abgomanHe
rojasHocTu (ogHOC obuMa CTpyka M KyKOBa, HMBO BUcCLenapHe mMacHohe, pervja BucuenapHe
macHohe) " ? 3awTo Hapyudunay MHcuctupa ga ypehaj ucTtoBpeMeHO ucnywaBa o6e
TEXHMUKE KapaKTepucTMKe HMBO BucUenapHe MmacHohe wn peruja BucuenapHe macHohe ?
XXenvMo aga cKpeHeMO MaXkwy Hapyduouy Aa Cy HMBO BUcCLenapHe MacHohe u peruja
BUCLenapHe MacHohe wWCTe BpeAHOCTM KOje Cy Yy AMPEKHO] Kopenaumju HanucaHe y



pasnnuntmm obnmumma. CmaTpaMo Aa TeXHMYKA KapakTepucTuka ,04HOC obuMa CcTpyka u
KYKOBa, HMBO BUcLenapHe MacHohe, pernja BucuenapHe macHohe™ Tpeba na ce geduHuwe
Kao , oAHoc obuMa cTpyka M KyKOBa, HMBO BMcCLenapHe MacHohe mnu pervja BucuenapHe
MacHohe".

Takohe cMaTpaMO ga TexHM4uKa KapakTepucTuka ,AHanunsa abpomanHe rojasHoctu (ogHOC
obuMa cTpyka M KyKOBa, HMBO BuUcuenapHe MacHohe, permja BucuenapHe macHohe)" Huje
HEWTO WTO MOXe 3aAoBo/bUTM objekTmBHe noTpebe Hapyumoua M ga ce Ta TexHMYKa
KapaKTepucTMKa KOPUCTU 3a eIMMMUHaLN]y KOHKYpeHuuje.

C 0631poM , Aa HaBeaeHy TEXHUUYKY KapaKTepUCTMKY noceayje camo jesaH noHyhau v ga je
ncTa enNMMMHaATOpHa 3a CBe Apyre noTteHumjanHe noHyhade, rnegaHo Kako MnojeguMHAYHo,
Tako M KyMynaTMBHO Yy CKJIOMY Ca OCTaJIMM 3axTeBaMMM TEXHWUYKUM KapaKTepucTMKaMma,
npeasaxemo Hapyuyuouy Aa OBY TeXHUYKY KapaKTepPUCTUKY eNUMUHULLE U3 MUHUMANHUX
KOHKYPCHUX 3axTeBa WM NPUXBATU CYrecTujy U U3BpuLLM U3MEHY M To:“AHanmn3a abaoManHe
rojasHoctn (ogHoc obmma CcTpyka M KyKOBa, HMBO BuUcuenapHe MacHohe wnn peruja
BucuenapHe macHohe) *

Mutare 15. TEXHUYKA CNEUMOUKALMIA BPOJ 2, ,, brnonowka crapoct Tena"

3aWwTo Hapy4yuiau MHCUCTMPA Ha TEXHWUYKO] KapakTepuctmum ,, buonowka crapocT Tena" ?
Monnmo Hapyuumoua ga objacHu ga num ce Taj napameTap Mepu, nNpouemwyje uam padyHa ?

CMmaTpaMo Aa TexHu4yKa KapakTepucTtuka ,brnonowka crapocTt Ttena® Huje HewTo WTO MOXE
3a40BO/bUTK 06jekTMBHE noTpebe Hapyunoua v ga ce Ta TEXHUUYKA KapaKTEPUCTUKA KOPUCTH
3a eNMMUHauMjy KoHKypeHuuje. XXennMo fa cKpeHeMo naxkwy Hapyuuouy ga napametap
,Buonolwka crapocT Tesia" HeMa Hay4YHO yTeMesbere N NOTBPAY.

C 0631poM , Aa HaBeaeHy TEXHUUYKY KapaKTepUCTMKY noceayje camo jeaaH noHyhau v aa je
ncTta enuMMUMHaTOpHa 3a CBe Apyre noTeHuujanHe noHyhade, rnefaHo Kako MojeAnHauyHo,
Tako W KYMYJaTMBHO Yy CKAOMYy Ca OCTaJiMM 3axTeBaMMM TEXHUYKUM KapakTepuctmkama,
npeasa)kemMo Hapyuduouy Aa OBY TEXHUUKY KapaKTepuUCTUKy eIMMUHULIE U3 MUHUMaNHUX
KOHKYPCHUX 3axTeBa.

Mutarwe 16. TEXHWUYKA CNELNOUNKALIMIA BPOJ 2, , Tun Tena ™

3aWTo Hapy4wunal MHCUCTMPA Ha TEeXHMYKOj KapakTepuctuum ,, Tun Tena “ ? Monummo
Hapy4yuoua ga objacHu wTa ce nogpasymeBa Nnog TEXHUYKOM KapakTtepuctum , Tun tena “ ?
[a nun ce Ta KapakTepucTtmka o4HOCKM Ha HayyHo noTBpheHy knacudukaumnjy Tmnosa Tena U,
U wn O? [da nn ce Ta KapakTeEpUCTMKa OAHOCKM Ha pacCHy M eTHUYKY Kiacudukaumjy Tunosa
Tena ? [la nun ce Ta KapakKTepucTMka OAHOCW Ha TUM Tena npema nony ? MoamMmo Hapy4dumoua
Aa objacHm ga nu ce Taj napamMeTap Mepwu, Npouekyje uan padyHa ?

CMaTpaMo ga TexHWYKa KapakKTepucTuka ,, Tun Tena“ HMje HeWwTO LTO MOoXe 3a40BO/bUTHU
objekTmBHe noTpebe Hapyuymoua M Aa Ce Ta TeXHMYKA KapakKTepucTuka KOpUCTM 3a
eIMMMnHaumnjy KoHKypeHuuje. XKennmo aa ckpeHeMo naxkwy Hapydyuouy ga napametap , Tuvn
Tena" ca acnekTa Hay4yHe knacudukaumje (U,U v 1) moxe nobutn BU3yesTHOM aHaNM30M TpU
HYMepU4yKn 1 rpadumukm npukKasaHe BpegHoOCTU U TO: TexnHa, MmwurhHa Maca M Maca MacHor
TkuBa, 6e3 notpebe ga 1o 6yae nocebaH, He3aBUCTaH MapaMmeTap.

C 0631MpoM, Aa HaBeAeHYy TEXHUYKY KapaKTEPUCTMKY Kao HE3aBMCHY Mnoceayje camo jeaad
noHyhau u aa je ucrta enMMMHaTOpHa 3a CBe Apyre noteHumjanHe noHyhaue, rnegaHo Kako
nojeaMHa4yHo, TakKo W KyMyJlaTUBHO Yy CKJIOMNY ca OCTaJiIMM 3axTeBaMUM TEXHUUYKUM
KapaKTepucTMKaMa, npeanaxemo Hapyuumouy Aa OBY TEXHUYKY KapaKTEPUCTUKY eIMMUHULLE
M3 MUHUMANHUX KOHKYPCHUX 3axTeBa WNW [a NpuxBaTW Cyrectujy Aa anapaTt uMma Tpu
HYMEpPUUKN U rpadmyKM NprKasaHe BPeAHOCTU M TO: TEXWHA, MULWIMAHA Maca M Maca MacHor
TKWBA LUTO je A0BOJbHO 3a yTBphHMBake TUna Tena.



Mutarwe 17. TEXHUYKA CNEUNOUKALMIA BPOJ 2, ,TpaHcnopTHu kodep"

3alTo Hapy4dunay MHCUCTUPA Ha TEXHUYKO] KapakTepucTmum ,TpaHcnopTHU kodep “? 3awTo
3a Hapy4umoua Huje nNpuxeBaT/bUB APryM BUA rMakoBarma anaparta 3a TpaHcnopT ? Ha TpxXuwTty
ce Mory Hahu Topbe Koje Ccy npojekToBaHe, TeCTMpaHe W OueHeHe Kao afeKBaTHE 3a
TpaHcnopT ypehaja koju cy npeamer HabaBke. C 063MpoM, Aa HaBeAeHYy TEXHUYKY
KapaKTepuCTuKy rnoceayje camo jegaH nmoHyhauy u ga je ucra enMMmmHaTopHa 3a CBe Agpyre
noteHumjanHe noHyhade, rnefaHo Kako nojeAnMHAYHO, Tako M KyMynaTUMBHO y CK/oONy ca
OCTanMM 3axTeBaMUM TEeXHUUYKUM KapaKTepucTukama, npeana)xxemo Hapy4yuouy aa OBy
TEXHUYUKY KapaKTEPUCTUKY ETMMUHULLE U3 MUHUMAJTHUX KOHKYPCHUX 3axTeBa unu geduHuule
Kao Kodep/Topba 3a TpaHcnopT ypehaja koja he 06e36eanTn curypaH u nak TpaHCnopT.

CMmaTpaMo ga je TexHu4kKa cneumdukaumja ca MMHUMaIHUM TEXHUUYKUM KapakKTepucTtmkama
nobapa mn cnucak obaBesHMx ycnoBa koje Tpeba ga mcnyHu noHyhau caummbeHn ga 6um ce
e/IMMMHMCana KOHKypeHumja, WTo NpeacTas/ba HapyllaBame Hadena jeaHakocTu noHyhaua,
Hauvena obesbehera koHKypeHUMje M nocreguyHo Hadena edPuKacHOCTM U eKOHOMWUYHOCTMW.
OBakBy TeXHWUKY cneundurkaumjy KymyaaTMBHO MOXeE Aa MCMyHy caMo jegHaH npoussohad
WTO je y CynpoTHOCTK ca ca YnaHom 10. 3akoHa o jaBHUM HabaBkama (, Cn. MacHuk PC
» 6p.124/2012, 14/2015 n 68/2015 ). AHanusupajyhu Benuku 6poj pelwera Ha OBy TeMy
Koje je goHena Penybnnyka KOMMCMja 3a 3alWTUTY NpaBa Yy MNOCTYMKY jaBHMX HabaBku a y
Kojuma ce HaBoau , Hapyuumnau Hema obaBe3y fAa cauuMHM TexHU4Ke crneumdukauunje ca
MUHUMaNHUM TEXHUYKUM KapaKTepucTMKama Tako Aa MOry CBW 3amHTepecoBaHM MNoHyhaum
Aa y4yecTByjy Yy npouecy jaBHe HabaBKe anu He CMe TexXHu4Ke crneumdukaumje aa KOpucTu
Kako 6K enMMUHMCAOo, OrpaHMuYnMO KOHKYpeHUMjy. , 3aKk/by4ymnm CMO Aa BM Kao Hapyuunau
KpO3 , MMHMManHe TeXHUYKE yCNoBe" Xenumte Aa orpaHn4YmTe KOHKYpPEeHUMjy WTOo Ce YBMAOM
y KaTtanor u TexHWuyky AokyMmeHTauujy npomssohada SELVAS Healthcare moxe n gokasatu.
Takohe cmatpamo pa je Hapyuwunay oBako AedUHUCAHUM TEXHWYKUM YyCl0BUMa CTaBMO
aKLeHaT Ha mM3BeAeHe napaMeTpe, NapaMeTpe KOju ce He Mepe, a Aa HUje MHCUCTUpao Ha
Ta4YHOCTM M penpoayKTabunHOCTM napaMmeTapa Koju ce AMPEKTHO Mepe U KOoju cnyxe 3a
nobujarbe un3BeAeHMX BpPEeACHOCTM Ha KOjuMa Hapydwuniau uHcuctupa. CkpeheMo naxwy
Hapy4duouy Aa ako M3MepeHe BPeAHOCTM HUCY TaudyHe HW U3BeAeHe BeSINYMHE He Mory butwy,
WTO BepyjemMo Huje 6Mo um/b Hapyumoua ¢ 063MpoM Ha nogpyyje paga y kKoMme Hapyuunay
eramcrumpa.

Ha ocHoBYy unaHa 63. ctaB 3. 3aKkoHa 0 jaBHMM HabaBkama (,Cnyx6eHn rnacHuk PC",
6p. 124/12, 14/15 n 68/2015), Hapyunnau gaje agogatHe nHdopmaumje nam nojawrbemna:

bnrosop Ha nuTtamwe 1:

Hapyuunnau he nameHmnTn KOHKYpPCHY AOKyMeHTauujy un rnacmhe Ypehaj 3a ogpehusare
TeNlecHOr cacrtaBa

OoaroBop Ha nNuUTame 2:

Hapyuunau he 3MeHUTU KOHKYPCHY AIOKYMeHTaunjy 1 3axteBahe Aa ce npunoxmu Peluere
AreHuuje 3a nekoBe U MeaMUMHCKa CpeacTBa 3a NoHyheHa aob6pa kao o6aBe3aH yc/ioB.

oaroBop Ha nuTame 3:

Hapyuunau he ncnpaBuTn KOHKYpPCHY AOKYMEHTauujy n 3axteBahe Aa ce npuioxu Pelere
MuHUCTapCTBa 3/paB/ba 33 06aB/batbe AeNaTHOCTU NPOMEeTa MEAULIMHCKNX Cpe/CcTaBa.

oaroBop Ha nuTame 4:

Ykonuko je ypehaj perncrpoBaH Kao MegMUMHCKO CpeAcTBO KoAd AreHumje 3a /ieKoBe WU
MeaMUMHCKa cpeacTBa M AeknapucaH Kao MeamuMHCKO CpeacTBO Huje noTpebHo AocTaB/baTu
AoJaTHa yBepera.



oarosop Ha nuTamwe 5:

Hapyuunau je jacHo gedwuHucao Tpa)keHe KapakKTepuctuke kako 6u umao wto Behu 6poj
aHanusa.

Pernja BucuenapHe macHohe je Takohe 6uTaH enemMeHT Kako 6w BuMAenM y KOjoj permjun je
TenecHa ™macHoha Buwe  3acTyrn/beHa,rae  BUMAMMO  MOTEHUMjanHe  pu3nke  0f
KapamoBackynapHux 6onectn n agujabeteca n cn. Kako ce Taj mogatak MoOXe BUAETU U U3
ApyrMx napaMetapa npuxsatuhemo Bawy cyrectujy wn  UCNpaBUTU  KOHKYPCHY
AOKyMeHTauujy.

oarosop Ha nuTamwe 6:

Tun Tena npeactae/ba Knacudukaumjy TMNoBa Tena Koju ce kopucte 3a 6p3y esanyauwujy,
OAHOCHO oapehunBawe TMMNA Tena Ha OCHOBY CTaB/bakba Y OAHOC M3MEpPEHMX BpeaHocTn BMU
(nHpekca TenecHe Mace ) m Mb® (npoueHTa TenecHe MacHohe). Kako 6u wumanm 6p3y
aHanu3y 3a gasbe npahere u NnpuMeHy oapeheHnx KOpeKTUBHMX Mepa KoA nauujeHaTta.

Tako Aa ocTajeMo Npu CBOjOj TPaXXeHOj TeEXHUUKO] KapaKTepucTmum.
Ooarosop Ha nuTame 7:

Hapyuunay he uvcnpaBUTM KOHKYPCHY AOKYMEHTauujy W M30CTaBUTU TpPaXKeHy TEeXHWUYKY
KapaKTepuCTUKYy.

oaroBop Ha nuTame 8:

Hapyuunay he uvcnpaBUTM KOHKYPCHY AOKYMEHTauumjy W M30CTaBUTU TpPaXKeHy TEeXHWUYKY
KapaKTepUCTUKY.

OaroBop Ha nuTame 9:

Hapyuunay he uvcnpaBUTM KOHKYPCHY AOKYMEHTauujy W M30CTaBUTU TPaXKeHy TEeXHUUKY
KapaKTepUCTUKY.

Ooarosop Ha nutame 10:

Hapyuunay he uvcnpaBUTUM KOHKYPCHY AOKYMEHTauujy W M30CTaBUTU TPaXKeHy TEeXHUUKY
KapaKTepUCTUKY.

OoaroBop Ha nuTame 11:

Hapyuunau he ucnpaBUTU KOHKYPCHY AOKYMEHTaUWjy W WU30CTaBUTM TPaKEHY TEXHUUKY
KapaKTepuUCTUKY.

Oarosop Ha nuTame 12:

Hapyumnau he wucnpaBuTM  KOHKYPCHY  AOKYMeHTauujy W MNPOMEHUTU  TeXHUYKY
KapakTepucTuky Yy lNporpam 3a ynpasrbawe nogaumma Ha UA-y vmnm YCB CcTuky.

oarosop Ha nuTamwe 13:

Hapyudunau je npunukom cnposohera MocTynka jaBHe HabaBke BuAeo Aa HajMame Tpu
peHoMMpaHa cBeTcka npoussohauda Hyae ypehaje 3a oapehmBarbe TenecHor cacraBa y Tpu
dpekBeHumje oo 250 kX3 , TaKo Aa OCTajeMO NpwU TPaXXEHMM TEXHUYKUM KapaKTeUCTUKaMa.



oarosop Ha nuTamwe 14:
OaroBop MCTK Kao oAroBop Ha NuTame 5
OoaroBop Ha nuTtame 15:
OaroBop MCTK Kao 0AroBOp Ha NuTame 8
Oarosop Ha nutame 16:
OaroBop UCTKM Kao oAroBop Ha NuUTame 6
Ooarosop Ha nutame 17:

Hapyunnau he M3MeHUTU KOHKYPCHY AOKYMEHTauujy U TpaXeHy TEXHUUKY KapaKTepPUCTUKY
ucnpaentn y : TpaHcnopTHU kodep nnm Topby 3a TpaHcnopT ypehaja Koju wTtutn ypehaj y
TOKY TpaHcrnopTa.

JopatHe uHdbopMaumje/nojawberbe, CXO4HO 4YnaHy 63. ctaB 3. 3akoHa O jaBHMM

Ha6aBkaMa, 06jaBUTK Ha [MopTany jaBHMX HabaBKM WU HA MHTEPHET CTpaHuMuM Hapyuuoua y
pOKYy oA TpY AaHa oA AaHa Nnpujema 3axTeBa.

KOMUMNCUIA 3A JABHY HABABKY



